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The Addition of Chemicals 
to Foods 


W. B. Wuire, Pu. D. 


daily press, and even more frequently in the food trade press, 

about some brand-new chemical which has been proposed for 
direct or indirect incorporation into our daily food supply. Of course 
the term “chemical” is a broad one, and it thus seems well to define it more 
closely for the purposes of this discussion. I shall not include within its 
scope that relatively large group of chemicals which are prepared directly 
from plant or animal materials, many of which have themselves been 
eaten as food by man at some stage of his lengthy career, with no unto- 
ward physiological effects. Accordingly such materials as natural pig- 
ments, colloids, glucosides, extracts, and other ‘‘isolates’’ are not dealt 
with. We are, rather, concerned with those increasingly numerous 
chemicals whose relationship with tried and true foods is so distant that 
we can only remotely guess as to their effect—good, bad or indifferent— 
on the human animal. It is a trite, but sound, proverb, that the proof, in 
fact the only proof, of the pudding is in the eating. 


da HE WHO RUNS MAY READ, rather frequently, in the 


Nitrogen Trichloride for Bleaching Flour 


There were a great many of these chemicals being added to foods in 
the early days before Food and Drugs Act No. I, and the battles waged 
by Dr. Wiley against sulfur dioxide, benzoates, flour bleaches and coal- 
tar dyes are indeed “‘old, unhappy, far-off things and battles long ago.” 
I might add that, in one case at least, the unhappiness may prove a con- 
tinuing one. By way of illustrating what is really the text of this discourse 
(“‘you can't be really sure the chemical is innocuous even after long 
experience”), let me start with the recent rather startling chapter in the 
story of bleached flour. The nitrogen trichloride bleaching and ‘‘matur- 
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ing’ process has been in use for some 30 years, and in all this time no ill 
effects have been noted on consumers of bread and other white flour 
products. Then, out of a clear, or only slightly clouded, sky came a recent 
English scientific paper citing strong evidence that flour thus “aged” 
produces running fits in dogs! The owners of the process, and other 
workers, including members of the Food and Drug Administration, have 
abundantly confirmed the initial work. Cats, rabbits and ferrets are 
affected, but no other experimental animals thus far tested. The difficult 
matter of testing the flour on human beings is under intensive investiga- 
tion, and in the meanwhile the flour and baking industries are frantically 
seeking satisfactory substitutes for nitrogen trichloride. 


By way of driving home the general thesis of this paper, several 
other episodes will be cited, some recent, others more remote, where actual 
illness, serious crippling, and even death, have followed closely on the 
heels of a disastrous guess by some responsible person in the food in- 
dustry. There was no background of experience in any of these cases. 
It just ‘seemed like a good idea at the time’’ to put these chemicals into 
a food or a drink. In some cases, even a cursory search of the literature 
on the toxicity of the chemical would have warned the user to stop, look, 
and listen before he let the genie out of the bottle. 


Monochloroacetic Acid in Beverages 


In the first, and most recent, instance, a public trade notice had al- 
ready issued from the Food and Drug Administration warning that 
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monochloroacetic acid was regarded as an injurious chemical preserva- 
tive. Notwithstanding this, a manufacturer of a near-orange drink had 
apparently been sold a bill of goods on the efficacy of this preservative, 
and perhaps on its innocuous nature and the difficulty of detecting it 
chemically as well. The consumption of the preserved beverage resulted 
in an extensive, and fortunately highly localized, outbreak of vomiting 
and diarrhea. But the lesson did not spread, and later the wine industry 
lost scores of thousands of gallons of wine by seizure, though fortunately 
no illness was noted from its consumption. Such occurrences, and the 
more serious ones cited below, indicate the wisdom of Congress in declar- 
ing (in Section 402(a) (2) of the Food, Drug, and Cosmetic Act) a food 
to be adulterated “if it bears or contains any added poisonous or added 
deleterious substance which is unsafe within the meaning of section 
406."" The latter section opens thus: “Any poisonous or deleterious 
substance added to any food, except where such substance is required in 
the production thereof or cannot be avoided by good manufacturing 
practice shall be deemed to be unsafe for purposes of the application of 
clause (2) of section 402(a).” 


Ortho-Cresyl Phosphate in Beverages 


Another episode goes back to the “roaring twenties’ when the alco- 
holically arid Middle West was badly in need of some “Kind Nepenthe.”’ 
An obliging manufacturer of what he euphemistically labeled “Liquid 
Medicine” supplied their need by the barrel. It looked like fluid extract 
of Jamaica ginger, but unfortunately it was so mild in flavor as to be 
drinkable. It was playfully known as “ginger Jake,”’ and on superficial 
chemical analysis it behaved like fluid extract of Jamaica ginger. This 
behavior was due to some ortho-cresyl phosphate which a bright young 
chemist advised the manufacturer would do the trick. But it did another 
trick, and a horrible one. By an almost (but not totally ) unforeseeable 
physiological action it permanently paralyzed hundreds of its victims 
from the hips down. The liquid medicine was indeed very bad medicine. 


Diethylene Glycol Solvent for Sulfanilamid 


The next story deals primarily with drugs, but the sequel has a food 
angle which fortunately was not tragic. It is cited mainly to illustrate 
what may be called a corollary to our main thesis: that the food industry 
would at times profit from a sidelong glance at experiences in the field 
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of drug therapy which might throw light, and a red light at that, on what 
may be anticipated, or feared, by the dosage of food with a given chemical. 
Like the ginger Jake story, it is perhaps a twice-told tale, but it seems 
helpful to place these episodes side by side, for what I believe the Law 
calls their cumulative effect. Once again a young chemist “guessed” that 
diethylene glycol would be an ideal solvent for sulfanilamid, which is 
nearly insoluble in water. It was, but the “elixir,” sold over the counter 
and prescribed by physicians, killed some 107 hapless sufferers from 
diseases that might have been successfully treated with sulfanilamid 
itself. In the meanwhile, this same solvent, diethylene glycol, had been 
found “‘ideal’’ for household extracts. Not only did it save alcohol and 
glycerine, but it was said to keep the flavors from “freezing out’ of ice 
cream or ‘baking out” of cake. Fortunately these extracts had killed no 
one, or at any rate no deaths had been traced to them, which is by no 
means the same thing. It goes without saying that there was a prompt 
round-up of these potential killers by state and federal officials. The 
Food and Drug Administration managed to get hold of 103 shipments of 
the solvent and 104 shipments of extracts containing it, but again the 
lesson had been learned the hard way. Incidentally, some work by the 
Food and Drug Administration's Division of Pharmacology on the 
chronic toxicity of ethylene glycol, and its ally, diethylene glycol, neatly 
illustrates a point made later in this discussion, namely: that animal 
experimentation should be continued for the full life span of at least one 
of the species employed. It takes about two full years (and a rat is 
senile at that age) for the characteristic lesions, kidney and bladder 
stones, bladder tumors, etc., to manifest themselves. 


Cyanide Fumigation of Dried Fruits 


Another episode occurred in 1936, and it so happened that I was 
the recipient of the consumer complaint. An unusually intelligent con- 
sumer came into the office with a half carton of raisins, and the story 
that she and two other members of her family had eaten a handful between 
meals, and soon after, all had experienced violent headaches. Thinking 
nothing of it, they had eaten some more the next day. The headaches 
recurred, however, and one of them saw a doctor. He reported ‘‘tachy- 
cardia,’ which seems worth five dollars all by itself. That was the 
whole story—nobody dead or even seriously ill; and it looked like a 
false scent if there ever was one. However, we went to our chief medical 
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officer, who happened to have the keenest nose for HCN of any one 
in the organization. A dozen or more of our scientific staff could smell 
nothing, but since this physician's “hunch” tallied with the vague symp- 
toms, we had one of the chemists make an analysis for this deadly chemi- 
cal. He reported 3000 parts per million—a whole 3/10 of one per cent. 
An unopened package, from the same store and bearing the same code 
mark, showed 2700 parts; another chase was on. Over a quarter of a mil- 
lion pounds were seized and subsequently destroyed (since all efforts to 
de-gas the raisins were unavailing ). There had, of course, been numer- 
ous studies of cyanide retention by various foods subjected to the then 
popular cyanide fumigation process for dried fruits. These fruits showed 
no serious retention, and there seemed little cause for concern, though it 
did seem to be going a little too far when a prominent health official 
asserted, in a public address, that the fact that no deaths had been traced 
to the eating of cyanide-fumigated foods proved that this fumigation 
process was safe from a consumer standpoint. But, these particular 
raisins had been fumigated on the dock (there was a strike on) by cover- 
ing with a tarpaulin, and squirting the liquid fumigant right against the 
nearest shipping cartons, through a hose. Under such emergency con- 
ditions, the old dogmas simply did not hold. As for the other dogma, 
that no deaths prove safety, that, too, went by the board when I said 
to our medical officer, “It’s lucky that someone was not killed by those 
raisins’; and he replied, with profane emphasis: “How do we know that? 
There are few physicians who would diagnose such poisoning correctly.” 
Then there is the minor dogma, that there are no symptoms of cyanide 
poisoning, other than death. There were other symptoms in this case. 
Voltaire said, “As I become older, I put away my certainties." Perhaps 
we had better be as cautious as the Vermont Yank who said, in reply to 
the remark, ‘““There’s a white cow over on that side hill,"’ “Well she's 
white on this side.” 


Thiourea Treatment of Fruit 


Two more modern incidents will be cited, the second of which began 
to break while this paper was in preparation. The first has to do with 
that literally magic chemical thiourea. It serves, like that flour-bleaching 
story, to illustrate forcibly that one can never be sure a chemical is 
“harmless” even with a very considerable pharmacological background. 
It also shows the wisdom of taking into account any collateral information 
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in the field of drug therapy which, even by analogy, may throw light on 
the vexing question “How safe is the chemical?” But, to return to the 
amazing properties of thiourea:- Traces of it prevent the cut surfaces of 
fruit from darkening on exposure to the air. Such traces also slow down 
corrosion and prevent loss of color in canned fruits; and again they 
decrease enormously the storage decay of citrus fruits. Inquirers were 
cautioned that a survey of the literature gave no assurance that such 
food uses were entirely free from danger, and, in the meanwhile, the 
Food and Drug Administration started some studies on the effect of 
thiourea on experimental animals, and also on the closely allied question 
of methods for thiourea determination in citrus juice. There had already 
been considerable experimentation with citrus, and this chemical seemed 
to furnish the pat answer, since it enormously reduced losses from the 
ravages of rot, blue mold, etc. But it was also said to penetrate deeply 
into the flesh of the fruit, and this we soon confirmed. A few years 
before, we had been able to persuade manufacturers against using 
thiourea as a dip for cut fruit, but here was a case where the chemical 
was not only on but in the fruit, and a fruit, at that, whose juice was 
highly prized as a source of ascorbic acid in the diet of infants and 
children. Animal experimentation had thus far disclosed some moder- 
ately harmful effects on rats where the chemical was fed in fairly large 
amounts, but nothing had developed which promised to look very alarm- 
ing to a commendably skeptical court or jury. But it so happened that, 
at about this time, a close ally of thiourea, called thiouracil, had been 
given extensive clinical trials as a treatment for hyperthyroidism. Quite 
unexpectedly, out of several thousand patients, a small percentage had 
developed an exceedingly bad blood picture, and a goodly portion of this 
small group had been killed outright. One of the unexpected features 
seems to be the utterly capricious relationship between dosage level and 
extent of injury. Accordingly, our Division of Pharmacology undertook 
some further work on rats with special reference to the blood picture. We 
happened at this time to have some thiourea-treated oranges which 
showed about 45 ppm of thiourea in their juice, and this juice was fed to 
a group of six adult rats, with the totally unforeseen result that two of 
them died a few hours after a single feeding of the juice. They were 
found upon post mortem to have extensive pleural effusions, and this was 
also true in less degree on the four survivors. Similar experiments have 
since been made, and similar results obtained, on large groups of rats. 
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Feeding rats straight thiourea solution, or the juice of untreated oranges 
with thiourea added to it, gave identical results for the same dosage, so 
there is not the slightest question about the facts. But it is not quite 
correct to call these results ‘totally unforeseen.” As is often the case, 
there were scattered findings in the literature, not confirmed by other 
workers, which foreshadowed such a result. As someone has said, 
Foresight is at its very best when looking backward. ’ 


Benzene Hexachloride as Soil Chemical and Vegetable Spray 


The final story is that of a potato grower, harassed by the problem 
of wire worms in his crop. He was advised to try, experimentally, the 
incorporation into the soil of one of the magic new organic insecticides, 
called by various trade names but now christened benzene hexachloride 
by disinterested scientists. The chemical is volatile, and the hope was 
that it would kill the worms in the fall, and evaporate by spring. Perhaps 
it did, but in the spring a young Sunday Supplement reporter's fancy 
lightly turned to thoughts of a good “story.” He came out with a splurge 
on this patent worm killer, and many of the growers seem to have gone all 
out, even putting the chemical in the soil after the plants were well up! 
Again the totally (or should we say almost totally?) unexpected hap- 
pened. The potatoes, when harvested, were so tainted with the chemical 
that consumers couldn't eat them. It is hopeless to attempt to put a 
taste or smell into words, but ‘‘musty” was the most common term con- 
sumers gave the admittedly evil flavor. At any rate, it seemed to stay 
in the mouth for hours, and it has long been known that the odor of the 
commercial insecticide is most persistent, far-reaching and unpleasant. 
The potatoes were scattered up and down the Atlantic seaboard before 
the facts were known, so subtle is the onset of the very non-rose-like 
scent. Since the exploitation of this insecticide has far outrun any full 
knowledge of its toxicity, of its composition, and of methods for its 
determination in foods, the problem presented to regulatory officials, 
raw products graders, distributors, and exporters is better imagined than 
described. At the time this went to press, there were at least four 
states with potato trouble, with rumors of two others. There were also 
reports that experimental peas and lima beans were similarly affected. 
Experimental work with potatoes indicates that benzene hexachloride, 
whether sprayed on the tops or worked into the soil, brings about very 
deep-seated changes in the plant—yield and appearance are greatly en- 
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hanced, red-skinned varieties come out white and potatoes without netted 
skins come out netted. One is reminded of the old fable of Pandora's 
box! We have not been able to find any of the chemical in the tainted 
potatoes, nor does the flavor seem to be due to solanine or other toxic 
alkaloids. There has thus far been no evidence of illness, but the evil 
taste itself seems to cause vomiting in a few sensitive persons. 


Responsibility of Chemical Manufacturers 


Naturally the various regulatory agencies have a very real obligation 
placed upon them by the statutes and ordinances which they enforce. 
But is it not about time that the manufacturers of chemicals shouldered 
more of the responsibility than some of them have yet done? Many, 
probably the great majority, have; but there are some who take the 
attitude a sales manager expressed in an interview a few years ago: 
“We figured that the annual production of (naming a staple food) was 
15 billion pounds, and if we could get 0.1 per cent (naming a chemical 
preservative ) into all of it we would sell a helluva lot.” Such an attitude 
reminds one of what the engineer on a railroad in Northern California 
told Kipling in the late eighties: ““We guess that a trestle will stand 
forever, and we guess we can patch a washout on the track, and we guess 
the road's clear; and sometimes we guess ourselves into the deepo, and 
sometimes we guess ourselves into Hell.’ Among the questions which we 
feel should not be left open until the proverbial chemical horse gets out of 
the chemical manufacturers’ stable and into the American food supply, 
are these: 

Do the pharmacological literature and the medical literature throw 
any light at all on the prime question, is the chemical a poisonous or 
deleterious substance in and of itself? 

What further work is called for in order to settle that very difficult 
question? 

What chemical methods are ready-made for accurately determining 


the chemical in the foods in which it is proposed to incorporate it; and 
if there are none (as is frequently the case) what should be done about 


it and just who should do it? 

A corollary question is: Will these methods, when developed, be 
applicable to the tissues and body fluids of the experimental animals on 
which the toxicity is to be tested? 
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Just what is the crying need for incorporating the chemical in foods, 
especially if it turns out to be a poisonous substance, contrary to the first 
“guess? 


Questions in Promulgation of Food Standards 


There are certain other questions which are minor as far as the 
main theme of this paper is concerned, which is, of course, public health. 
But they may turn out to be major questions “‘in the interest of fair deal- 
ing with consumers,” and this is the mandate Congress has placed on 
the Federal Security Administrator whenever he promulgates any sort 
of food standard (Section 401 of the Act, opening sentence ). 


Some of these questions are: 


Does the chemical so change any of the characteristics of the food 
as to conceal damage or inferiority, to increase its bulk or weight, or 
reduce its quality or strength, or make it appear better or of greater value 
than it is? 

Is it a chemical preservative subject to label declaration as such? 


If so, can, and will, it be used as a substitute for good food-factory 
housekeeping and sanitation? 


Study of Chemical for Toxicity 


The Administration's Division of Pharmacology has proposed a 
program for chemical manufacturers, and the food industry they seek to 
serve, to obtain at least the first approximation to an answer to the broad 
question, “Is the chemical a poisonous or deleterious substance?" This 
paper, by Dr. Woodard and the late Dr. Calvery, was published in the 
January 1943 number of “/ndustrial Medicine,” and it deserves careful 
reading. 


The “general plan of procedure” there given for the study of a 
chemical for toxicity looks difficult, and it is; the fact that we cannot, 
except by some chance (or is it mischance?), evaluate precisely the 
toxicity of “food chemicals’’ to humans is the great stumbling block in 
the drawing of dogmatic conclusions from animal experimentation. And 
when some venturesome soul eats a gram or so of some chemical and 
announces that he feels fine, about all one can conclude is that he is 
venturesome and that the chemical is unlikely to kill consumers outright, 
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or at any rate not right away. If we could control his intake for years, 
and then kill him and perform a careful autopsy, perhaps some real 
information might be obtained. But such proceedings are unpopular 
under our form of government, and so the best rule is to take very seri- 
ously any damage done to the experimental animals, and to view with 
little or no complacency the failure to cause such damage. 


The proposed outline may be paraphrased thus: 


First, study the effects of the potential poison upon such things as 
blood pressure, respiration, heart rate, nerve reflexes, muscle motility 
on organs perfused with the chemical, and on isolated tissue preparations 
suspended in it. Such preliminary studies will often give direction to 
further studies. 


Next, study acute toxicity on three or more suitable species of 
animals, administering the substance orally, and also by injection into 
the skin, the circulation, and the peritoneal cavity. By graduating the 
dosage up to the point where half the animals are killed (this dose is 
called, ““L D 50") the steepness of the “dosage response curve” can be 
learned, and visible damage to organs and tissues can be pretty well 
assured. Conduct the subacute studies by determining the effect of 
rather large doses (oral or injected, as seems suitable) on the growth 
of 21-day-old rats for at least 12 weeks, so as to include their period of 
maximum growth. The symptoms, microscopic pathology, etc., will give 
valuable information on how to conduct the chronic studies later. 


Conduct the chronic studies on at least three species of animals, one 
of which species is fed during its entire normal life span (2 years for 
the rat). Graduate the dosage levels so as to bracket the two extremes: 
no visible injury, and definite lesions with possibly a shortening of the 
life span. Study effect on reproduction, on the blood picture, etc.; also 
study the absorption, excretion, and (upon autopsy ), the distribution and 
storage of the chemical. 


A few valuable hints are given on the interpretation of the data 
derived from these studies. There are few methods of analysis where 
careful consideration of the many variables (avoidable and otherwise ) 
will yield larger dividends than in toxicological bio-assay. The unavoid- 
able variables must (or should) be cancelled out by a statistically planned 
experiment. It will suffice to say here that the following factors may 
at times exert an important influence on results within the same species: 
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sex, age, weight, environment, amount of physical exertion, stage of 
pregnancy or lactation, whether the substance is administered with 
food or between meals, the type of diet (protein or calcium level, 
e. g.), the state of nutrition, and whether or not the individual animal 
has an infectious disease or-suffers from renal, cardiac, or hepatic in- 
sufficiency. 


The variations between species may be dismissed with a direct 

quotation: 
“Direct translation from lower animals to man in terms of milligrams per kilogram of 
body weight is rarely possible and sometimes ludicrous. For example, the rat can 
tolerate 100 milligrams of lead per kilogram per day, for at least a year, and survive, 
which in terms of a 70-kilogram man would mean 7000 milligrams per day. This is, 
in the minds of some investigators at least 5000 times the amount that could be 
tolerated ... Moreover, it may not occur to many that man is more susceptible to 
the majority of toxic substances than any other species ... In applying animal toxicity 
then, we must allow for a probable flattening of the dosage response curve for man, 
because of the fact that experimental animal colonies show less variability in their 
response to poisons.” 

The paper closes on a note of caution which is well worth quoting, 
and remembering too, when one is conferring with some particularly 
pleasant chemical manufacturer: 

“In studying a toxic agent, one is likely to be considering only his own particular 
problem. However, he should not forget that the public is exposed to other poisons 
every day. There is the possibility that some of these poisons may have an additive 
or summation effect. Therefore, it becomes necessary to consider all possible sources 
of poisoning at the same time, in order to come to a judicious conclusion.” 


Purposes Behind Addition of Chemicals 


It is not the province of this paper to name all the chemicals that 
have been added to foods, or are being more or less actively advocated for 
that purpose. Some idea of the rather wide variety of the reasons for 
such addition already will have been gained from the various poisoning 
episodes cited earlier in this paper. The purposes behind the addition of 
these seven chemicals were, in order, to do in a hurry to the baking prop- 
erties of flour what it takes a long time for nature to do; to do away with, 
or cut down the temperature of, pasteurization; to so adulterate an al- 
coholic beverage as to make it analyze like fluid extract of Jamaica ginger; 
to save more expensive alcohol or glycerine; to prevent or eliminate insect 
contamination; to postpone the onset of decay in oranges; and to kill 
wireworms in potato fields. 
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Proposed chemicals multiply almost daily, and they seem to cross- 
fertilize in amazing fashion. In other words, the situation in food tech- 
nology seems to be tending in the same direction, and with the same 
accelerated tempo, as in the field of synthetic drug therapy, where we 
have the synthetic organic chemist, the pharmacologist, and the practicing 
physician collaborating closely in the stamping out of disease. But there 
is this difference between foods and drugs: the latter are, in most cases, 
admittedly poisonous substances administered to afflicted patients under 
such close supervision that the beneficial effects promise to outweigh the 
toxic ones. But foods are consumed by all, and the beneficial effects 
of the chemical go only to such features as improved appearance, texture, 
“body,” keeping quality, suitability to streamlined production, resistance 
to attack by plant disease, insects and other vermin; cheaper production 
and handling costs; enhanced flavor; greater uniformity; cutting down 
acidity or alkalinity; “saving’’ expensive ingredients; and keeping 
moisture (or air) in or out, as desired. 


Other Potentially Toxic Chemicals 


Only a few of the numerous classes of added chemicals call for 
extended comment on their potential toxicity. Among those which may 
be dismissed with bare mention are the coal-tar dyes; most of the bleaches 
(some are also preservatives); the drying, or “free-flowing,’’ agents; 
the gases (to displace air, or to increase volume); the relatively non- 
toxic metals and their salts; the changers, or “holders,” of acidity or 
alkalinity; and the emulsifiers (there are over 400 of these already, and 
we seem to be only at the beginning ). 


Chemical Preservatives 


The chemical preservatives deserve a word or two. These, too, 
multiply almost by the minute. Thirty-eight “anti-oxidants” were listed 
in 1944 by the United States Bureau of Agricultural and Industrial 
Chemistry (“A.I.C.-54"), and 35 of the quaternary ammonium com- 
pounds were noted more than a year ago in the technical and patent 
literature. Some of the latter are also deodorants, and some of them are 
so advertised that there is more than a hint to “leave a kiss within the 
cup,” so as to ‘sanitize’ not only the container but the thing contained. 
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Insecticides and Fumigants 


Another group of chemicals, the insecticides, the fumigants and their 
close allies, deserve more than passing mention. Some are inorganic, 
but most of the growing and bewildering host of newcomers are organic 
chemicals, and very complex and unpredictable ones at that. These, too, 
seem to burgeon forth at very short intervals. DDT, of course, has 
become almost a household word. It is perhaps not so well known 
that its use against certain insect pests, particularly apple pests, seems 
to have created new problems as well as solving old ones; for some pests, 
not controlled by it and formerly no great menace, now threaten the 
very life of the trees themselves. One such pest is the red spider mite, 
and its threat has brought about a temporary recrudescence of an older 
inorganic insecticide (a selenium compound). The secondary effects of 
this insecticide have always given responsible agencies much concern. 
The story of seleniferous soil areas and of “‘selenophile” vegetation is of 
course well known. We have evidence that, given the proper soil and 
climatic set-up, the use of selenium insecticides may actually tend to 
produce new and man-made seleniferous areas. Another potentially 
serious secondary effect is that, when farm animals consume seleniferous 
vegetation and grain, they store it in their flesh and in their eggs. Fur- 
thermore, with DDT itself, we have secondary effects which cannot be 
ignored, since it is known to be stored in the body fat and eggs of farm 
animals, and to be excreted in the milk of cows and many other mammals 
including, possibly, the genus homo. Meanwhile, we have in the offing 
the treatment of plant diseases, and the attack on insect pests too, by 
adding the chemical to the soil for the plant to absorb through the 
medium of its root system; one might compare this to the use of drugs in 
human medicine. The possible far-reaching evil effects of this practice 
on both agriculture and on the consumer need no elaboration. The 
potato incident, already related, is a case in point. And, speaking of 
potatoes, we have a chemical plant hormone (‘‘auxin”’ is the scientific 
term) being pushed as a depressor of the well-known tendency of 
potatoes to sprout in storage. The United States Department of Agri- 
culture recently put out a press notice warning that this, too, may injure 
the flavor of the European staff of life. As if this were not enough, the 
weed-killing chemical ‘2-4 D” has been exploited as a ‘“‘chemical frost” 
to kill the potato tops before digging. What this will do to the flavor, and 
to the metabolism of the much-drugged potato, nobody yet seems to know. 
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Symptomatic of a still newer trend is the proposed addition of a 
mixture of pyrethrins and piperony! butoxide to the paraffin used to coat 
cheeses during the ripening process. Both together kill the cheese mite 
better than either alone; in fact, pyrethrins alone don’t seem ever to worry 
him. This geometrically progressive effect (the jargon word is syner- 
gism) is evident elsewhere in the fields of animal toxicology and truck 
crop entomology. Rotenone and piperony] are said to act synergistically 
on the bean beetle, and certain pairs of the benzene hexachloride isomers 
seem to synergize the acute toxicity to experimental animals. In such a 
welter of complexity, who can say what new and untried chemical is 
“safe” in food when it is keeping steady company with another reason- 
ably tried and true one? 


Conclusion 


There is a branch of biological science called ecology, whose province 
is what Omar called “the sorry scheme of things entire.’ In other words, 
it is concerned with the interaction and mutual relations between all living 
organisms (including, of course, man) and their environment. In this 
age of ever-increasing specialization, and of large-scale food production, 
manufacturing and marketing, there is developing a rapidly growing need 
for a broad, ‘ecological’ approach to the subject matter of this paper. 
Without question, this thought is in the minds of all who serve the public 
in any capacity whatever, but perhaps there has been too great a tendency 
in some quarters to place most of the responsibility for the staggering 
job of translating such thinking into action, upon the shoulders of those 
nebulous entities which we call “government,” “education,” and ‘‘pure 
science.’ As far as the food consumer is concerned, the Food, Drug, and 
Cosmetic Act places the legal responsibility squarely upon the manufac- 
turer or producer of chemically treated food. But, so often, the purely 
punitive measures provided by that Act come too late to avert the 
disaster; indeed this must be, from the very nature of things. As far as 
the addition of an added “necessary” poison is concerned, the decision 
of the Supreme Court on a similarly worded prohibition in the 1906 Act 
against all added poisons is as familiar as the Beatitudes: 

“It is not required that the article of food containing added poisonous or other 
added deleterious ingredients must affect the public health, and it is not incumbent on 
the Government in order to make out a case to establish that fact. .. . The word ‘may’ 


is here used in its ordinary and usual signification, there being nothing to show the 
intention of Congress to affix to it any other meaning. In thus describing the offense 
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Congress doubtless took into consideration that foods may be used in many ways. 
Food may be consumed by the strong and the weak, the old and the young, the well 
and the sick; and it is intended that if any food, because of any added poisonous or other 
deleterious ingredient, may possibly injure the health of any of these, it shall come 
within the ban of the statute.” 

As to the absolute prohibition in the present Act against ‘unneces- 
sary added poisons, the courts have sustained seizure actions against 
beverages preserved with monochloroacetic acid, against beer preserved 
with fluorides and against salad dressing made with mineral oil. There 
has as yet been no contest against seizures of a number of foods and 
beverages preserved with the ‘quaternaries,’ nor against seizures of 
frozen peaches preserved with thiourea. It would seem that the ‘neces- 
sity’ for adding poisons needs to be a stern one indeed. 


[The End] 


FOLIC ACID 


Folic acid has been demonstrated to be effec- 
tive in the treatment of macrocytic anemia of 
sprue and useful in the treatment of pernicious 
anemia. Folic acid preparations intended for 
therapeutic use or combinations of folic acid 
with iron and/or liver should be distributed only 
for use under professional supervision. In the 
absence of satisfactory evidence of its nutritional 
significance, its declaration as a dietary factor in 
a multivitamin preparation should be qualified 
by the statement ““The need for folic acid in 
human nutrition has not been established” 
(Letter of the Commissioner of Food and 
Drugs). 
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Application 
of the Federal Act 
to New Drugs 


containing Section 505, which deals with the requirements to 

be met before introduction of a new drug into interstate com- 
merce, has been in effect for nearly ten years. When one reflects on the 
large number of new therapeutic agents, particularly synthetic com- 
pounds, which have been developed and marketed during this period of 
time, it does not appear at all unwarranted to give the new drug section 
of the Act at least a certain measure of credit for having prevented the 
occurrence of unfortunate incidents such as the “Elixir of Sulfanilamide™ 
disaster. 


M4 VHE FEDERAL FOOD, DRUG, AND COSMETIC ACT, 


It is recognized that the drug manufacturer of any standing is 
very much concerned with the safety of the products which he markets. 
Most firms subject their new drugs to an extremely careful process of 
thorough investigation and system of control. The new-drug applica- 
tions in these instances often present overwhelming, or at least con- 
vincing, evidence that such articles are safe for use. However, not 
everyone who contemplates the marketing of a new drug is as con- 
cerned with the safety of his product as the reputable drug manufac- 
turer. By including Section 505 in the Act, Congress has indicated its 
intent to protect the public from the hazards attending the distribution 
of new drugs which have not been adequately investigated to insure 
safety for use. 
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Several articles dealing with explanations and interpretations of 
the provisions of Section 505 have been written in recent years. Never- 
theless, it might be well to reiterate or emphasize certain aspects which 
have already been covered in these publications and also to elaborate on 
our present interpretation of some points in question. 


Safety and Efficacy of New Drugs To Be Considered 


What must be considered in determining whether or not a new- 
drug application shall be permitted to become effective? The criteria 
which must be satisfied in this regard are set forth in the provisions 
of Section 505 of the Act. Van Winkle and the other authors cited in 
the footnote * have indicated in detail the factors which should be con- 
sidered in evaluating the safety for use of a new drug. However, as will 
be shown, it is not always an easy matter to determine, on the basis of 
the evidence available, whether or not a given drug is safe for use under 
the conditions prescribed, recommended, or suggested in the labeling 
thereof. Although the primary consideration in reaching a decision as 
to whether or not an application for a new drug shall be permitted to 
become effective rests on the question of safety, it also becomes apparent 





* Van Winkle, Walton, Jr., The Safety of Herrick, A. D., New Drugs, Revere Pub- 
New Drugs, 2 Stanford Medical Bulletin lishing Company, New York, 1946. 
103, August, 1944. Smith, Austin, Medical Research—A Sym- 
Van Winkle, Walton, Jr., Herwick, Rob- posiwm, J. B. Lippincott Company, Phila- 
bert P., Calvery, Herbert O., and Smith, delphia, 1946. 
Austin, Laboratory and Clinical Appraisal Herwick, Robert P., Federal Regulation 
of New Drugs, 126 Journal of American I—Food and Drug Administration, 8 Jowr- 
Medical Association 958, December 9, 1944. nal of American Pharmaceutical Association 
Anderson, Carl M., The New Drug Sec- 157, March, 1947. 
tion, 1 Food Drug Cosmetic Law Quarterly 
71, March, 1946. 
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that the matter of efficacy must necessarily have a bearing on this ques- 
tion. We do not believe that an evaluation of the safety for use of an 
article is necessarily complete or adequate unless the efficacy of such 
an article is simultaneously taken into consideration. As Wan Winkle 
has pointed out, it may not be difficult to reach a decision with regard 
to the safety of a new drug when the evidence indicates that such a drug 
has little or no toxicity or when the information available shows that 
such a drug is extremely toxic. The difficulties are encountered when 
one must consider drugs which have some toxic quality as well as cer- 
tain therapeutic value. In these instances, the beneficial effects must 
be weighed against the hazards or potential dangers involved in the 
use of the product. The efficaciousness of a drug in the treatment of a 
serious disease condition may easily overbalance the ill effects which 
such an article is also capable of producing. The converse may likewise 
obtain. In the latter instance, it would be contrary to the public interest 
to permit a new-drug application to become effective. Thus, it is evident 
that efficacy must enter into consideration of the safety for use of a 
new drug. 


New Uses for Old Drugs 


Is a new-drug application required for an old drug which is to be 
offered for a new. use without alteration in the dosage recognized as 
safe for the old use of the drug? Under Section 201 (p), the regulations 
state that ‘newness of a drug may arise by reason (among other rea- 
sons) of the newness of such drug in diagnosing, curing, mitigating. 
treating or preventing a disease, or to affect a structure or function of 
the body, even though such drug is not a new drug when used in 
another disease or to affect another structure or function of the body.” 
It has been suggested that this is an unreasonable requirement in that 
the safety of the article in human use has already been adequately estab- 
lished. But has safety for a new use actually been demonstrated? The 
safety of the intravenous or intramuscular use of certain mercurial 
diuretics in the treatment of cardiac edema has been fairly well estab- 
lished. Would the Food and Drug Administration be justified in per- 
mitting new-drug applications recommending a similar route of 
administration and dosage of these drugs for the treatment of a relatively 
minor condition such as ‘‘athlete foot’’ to become effective? A more 
subtle factor to take into consideration is the lack of knowledge regard- 
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ing the response of the body to a drug under various disease conditions. 
In other words, in what way does disease modify drug action or affect 
the reaction of the body to a given drug? Para-aminobenzoic acid may 
have some value in the treatment of typhus fever. Would such a drug 
necessarily be safe or suitable for a new use in a patient suffering from 
a streptococcic or staphylococcic infection? The sulfonamides have been 
demonstrated to be of value, among other conditions, in the treatment 
of certain severe respiratory infections. However, one must seriously 
question the safety or suitability of the indiscriminate use of these agents 
for minor disease conditions or prophylactically against respiratory in- 
fections. The widespread development of sulfonamide resistant strains 
of organisms or of sensitivity to these drugs is certainly not in the public 
interest. 
Habit-Forming Propensity 


At present, the development of new synthetic analgesics having 
narcotic qualities presents aspects in regard to Section 505 which deserve 
comment. Addiction or habit-forming liability is a very important factor 
to consider along with the other toxic qualities of a new drug. The 
evidence in this regard should be complete even though such a drug is 
intended for use only under a physician's supervision. It is essential 
that sufficient information concerning the degree of addiction or habit- 
forming propensity of such an article be presented in a new-drug applica- 
tion in order that safety for use may be properly evaluated. For example, 
would there be justification in permitting an application to become effec- 
tive for a drug having no therapeutic superiority over morphine but 
exhibiting an addiction liability comparable to or greater than that of 
heroin? It would obviously not be in the public interest to do so. On 
the other hand, assuming that the therapeutic value of a drug clearly 
outweighs its addiction liability and other toxic effects, would it be suf- 
ficient merely to indicate in the labeling that such an article is habit- 
forming? We are of the opinion that the physician is entitled to know 
more in this regard and should be given further information, or at least 
an estimate of the degree of addiction or habit-forming liability in- 
volved, in order that he may make safe and wise use of the drug. 


Data Required in New-Drug Application 


The question as to what kind of evidence and how much data are 
required in a new-drug application often is asked. A categorical answer 
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applicable to all new drugs cannot be given, except to point out that the 
evidence must be adequate to determine safety for use. Van Winkle and 
others have clearly pointed out that there are wide differences in the 
toxicity of new drugs as well as varied conditions of dosage, methods of 
administration, duration of treatment, and seriousness of conditions for 
which representations are made. It is undesirable, and for that matter 
foolhardy, even to attempt, except in a general way, to indicate the 
nature and amount of the studies which would be adequate to establish 
safety for use. Productive research or investigational work of any mean- 
ing cannot be fettered by predetermination. The investigator who is con- 
ducting a study on a particular drug should not be given a set of hard 
and fast “rules” to follow. During the course of investigation of a drug 
new problems of various kinds often arise and unanticipated side effects 
or manifestations of toxicity may be noted. The investigator must feel 
free to modify his scheme of experimentation or protocol accordingly. 


Investigational Use by Experts 


Section 505(i) of the Act provides that the Administrator shall 
promulgate regulations for exempting from the operation of the other 
provisions of this section those drugs intended solely for investigational 
use by experts qualified by scientific training and experience to investi- 
gate the safety of drugs. Who are the experts qualified by training and 
experience to investigate the safety of drugs? Does a practitioner of any 
of the healing arts dealing with the prescribing of drugs fulfill the 
requirements? It is obvious that there are varying degrtes of expertness 
insofar as ability to carry out investigational work is concerned, and we 
do not believe that it is possible to draw a sharp line of demarcation 
which will serve in all instances to distinguish the expert from the non- 
expert. The manifest toxicity of the drug concerned and the nature of 
the disease condition in which such a drug is to be employed should 
supply the answer to this question. A drug which appears to be poten- 
tially capable of producing very serious ill effects and which shows 
some promise of having real therapeutic value in a very serious or ill- 
defined disease condition should, in the public interest, be investigated, 
initially at least, only by recognized experts who are without any doubt 
fully qualified by training and experience in medical research to perform 
such studies. Although an individual is licensed to practice a healing art 
and prescribe drugs, he does not necessarily have the training and 
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experience in investigative work to evaluate the safety of new drugs. 
There are too many opportunities for errors, especially errors of omis- 
sion, in carrying out studies of this nature. 


The question “how many investigators should I send my product to 
for study in order to satisfy the requirements of Section 505?” is fre- 
quently asked. Often it would appear that the Food and Drug Adminis- 
tration gives an indefinite and non-informative reply to this query. 
Actually no one can give a categorical answer to this question in regard 
to a new drug, except to indicate, in a general way, the proper approach 
to satisfying the requirements of submitting adequate evidence of safety 
for use. A multitude of testimonials from lay users of an article is of 
little or no worth in evaluating either efficacy or safety. Not infrequently. 
investigation will also reveal a significant number of dissatisfied users 
who have, in addition, suffered ill effects or injury from the product. 
Cursory reports of investigations which do not include at least the bare 
essentials as to the number of patients included in the study, the diag- 
noses of the diseases treated, the dosages of the drug and the duration 
of treatment in individual cases, the clinical and laboratory tests em- 
ployed, not to mention details of observations on toxic effects or side 
reactions, obviously are of no great value to the individual who must 
review a new-drug application and formulate an opinion as to the 
safety for use of the article. A few well-controlled studies performed 
by experts of known reputation for high quality investigative work are 
of far greater value than many inadequately-controlled studies done by 
individuals who do not have the qualifications or training for such work. 


Occasionally a new-drug application for an article which has been 
studied exclusively in a foreign country is submitted to this Adminis- 
tration. It is not especially difficult to ascertain the qualifications for 
investigational work of an individual in this country and thereby form 
an opinion as to the probable value of the study he has performed. 
However, it is not infrequently difficult or impossible to secure compa- 
rable information in regard to foreign investigators. In these instances, 
the Administration may deem it necessary to demand that some work be 
done by investigators in this country in order to assure safety for use 
of the article in question. Although due consideration is given to the 
foreign studies, it does not appear unreasonable to request, in certain 
instances at least, the submission of confirmatory evidence by one or 
more qualified investigators in this country. 
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Desirability of Standard Dosage Sizes 


Occasionally a situation arises wherein several manufacturers sub- 
mit new-drug applications for the same drug. A problem is presented 
when different dosage sizes for the same prescription product are con- 
templated by the various manufacturers. The evidence of safety for use 
may be fully adequate in all these cases. However, it is not difficult to 
visualize some confusion arising when such a drug, manufactured or 
distributed in different dosage sizes by several firms, appears on the 
market. Many physicians may know the drug only by its common or 
non-proprietary name. Furthermore, although such practice is subject 
to criticism, it must be recognized that some physicians are accustomed 
to prescribing in terms of so many tablets of a drug or of so many cubic 
centimeters of a preparation in solution. Under the provisions of Sec- 
tion 505 of the Act, it does not appear that the Food and Drug Adminis- 
tration can necessarily require the various manufacturers to agree to 
“standard” dosage sizes for a particular product. However, it does not 
seem inappropriate to present this problem to the manufacturers con- 
cerned, with the suggestion that some consideration should be given to 
the advisability of reaching an agreement on the matter of dosage sizes. 
In the case of a drug for parenteral use, which may be put up in different 
concentrations and different-sized ampuls by various firms, there may 
be, we believe, some real cause for concern regarding the possibility of 
unintentional misuse in some instances. It might be well for both the 
pharmaceutical industry and the medical profession to give this matter 
more consideration. 


How Long Is a New Drug “New’’? 


After a new-drug application for an article has been made effec- 
tive, how long is such an article regarded as a new drug and still subject 
to continued regulation under Section 505? This is determined largely 
by the test of experience. A drug which has enjoyed extensive use and 
evidenced little or no toxic effect would soon lose its “new drug” status. 
Conversely a drug which has been employed but to a limited extent and 
which has exhibited serious toxic effects should of necessity remain a 
“new drug” for a much longer period of time. It would be unreasonable 
to insist that new-drug applications continue to be submitted for an arti- 
cle which has been generally and extensively used over a period of time 
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without accompanying ill effects of any significance. Furthermore, it 
may be unfair to require the manufacturer who holds an effective new- 
drug application for such a product to continue to comply with the provi- 
sions of Section 505 if he contemplates merely a minor change in 
formula or labeling. 


Administration’s Review an Added Precautionary Check 


The requirements of Section 505 should not be regarded in any 
sense as an unreasonable demand upon the manufacturer of new drugs. 
The conscientious individual will recognize that the review of his appli- 
cation by this Administration serves as an added precautionary check 
on the measures which he has taken to insure the safety for use of his 
product. In many instances he will welcome criticism of his new-drug 
application and is grateful when a defect or loophole in the evidence 
which he has submitted is pointed out to him. He realizes that by not 
overlooking any deficiencies in his application he may well obviate con- 
siderable trouble in the future for himself or the firm with which he is 
associated and more than compensate for a short period of delay before 


the drug is marketed. [The End] 


PHARMACOPOEIAL RELEASE 


The Committee of Experts on the Unification 
of Pharmacopoeias of the World Health Organ- 
ization of the United Nations, at its recent ses- 
sions in Geneva, placed 244 items on its Primary 
List of medicinal substances. They believe these 
of sufficient importance for immediate attention 
and inclusion in a book of “Standards Recom- 
mended for Adoption by the Pharmacopoeias of 
the World.” This List will be submitted for 
review to authoritative medical groups in a num- 
ber of countries affiliated with the World Health 
Organization (Release of the Revision Commit- 
tee of the United States Pharmacopoeia). 
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IMPORT CONTROL 


F. K. KILLincGsworTH 


Acting Chief, New York Station 
Food and Drug Administration 


applicable to foods and drugs regulated those of foreign origin.’ 

Federal control of imported drugs preceded its control of those 
domestically produced by 58 years. During this 58-year period, the 
Congress passed many import acts of varying scopes. Some of these 
early acts have been entirely superseded by the Food, Drug, and Cosmetic 
Act ? and other acts, but some of them, like the Tea Act,’ are still in 
force. Forty-one additional years have passed since the passage in 1906 
of the Food and Drugs Act;* thus we have had Federal control over 
imported drugs for a little over 99 years, and over some imported foods 
for 64 years. 


"| FIRST FEDERAL GOVERNMENT LEGISLATION 


The principal Federal law presently controlling the importation of 
foods, drugs, and cosmetics into the United States is the Federal Food, 
Drug, and Cosmetic Act, which is enforced by the Food and Drug 
Administration, a constituent of the Federal Security Agency. This 
act includes within its scope many products which are also subject to 
- other Federal acts, such as meats, horse meat, alcoholic beverages, milk, 
tea, sera, toxins, and fresh vegetables. This overlapping control arises 
through the broad definitions of foods, drugs, devices, and cosmetics 
contained in Section 201 (f), (g), (h), and (i) of the Food, Drug, and 


1 District of Columbia local laws ex- 434 Stat. 768 (1906) 21 U. S. C. 1. See 
cepted. 25 Stat. 549 (1888) and 30 Stat. 246 (1898) 


252 Stat. 1040, 21 U. S. C. 321 et seq. for early laws applicable to the District 
* 29 Stat. 604, 21 U. S. C. c. 2. of Columbia. 
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Under Federal Laws... . 


Cosmetic Act, and the special provisions in other acts. However, dupli- 
cation of effort is kept to a minimum. 


The Food and Drug Administration also enforces the Tea Act, the 
Import Milk Act,° the Filled Milk Act,® and the Caustic Poison Act,’ and 
these acts, with the exception of the Caustic Poison Act, will also be 
discussed in this paper, as will be the more important of the pioneer acts. 


Import Drugs and Medicines Act 


Our account begins on June 16, 1848, when Congress passed the 
Import Drugs and Medicines Act.* This act provided for the examina- 
tion and appraisal of all drugs, medicines and medicinal preparations, 
including medicinal essential oils and chemical preparations, used wholly 
or in part as medicine, offered for entry into the United States, and it 
prohibited the importation of those found to be adulterated or deterio- 
rated. The Act's enforcement was charged to the Secretary of the 
Treasury, who was given authority to appoint special examiners of such 
products. This Acct is still in force, but is of limited operation. 


Tea Act 


The Congress on March 3, 1883, enacted the first Tea Act ® for the 
purpose of preventing the importation of adulterated and spurious teas. 
Fourteen years later, on March 2, 1897, it enacted the present Tea Act,’° 





544 Stat. 1101, 21 U. S. C. 141-149. °9 Stat. L. 237. 
*42 Stat. 1486, 49 Stat. 885, 21 U. S. C. ® 22 Stat. L. 451. 
61 (Supp. V, 1939). 1 29 Stat. L. 604. 

7 44 Stat. 1406, 15 U. S. C. ¢. 11. 
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the new act entirely superseding the old. The Act of 1897 was entitled, 
“An act to prevent the importation of impure and unwholesome tea.” 
Both acts controlled the quality, purity and labeling of imported teas. 
The Tea Act prohibits the importation of any tea which is inferior in 
purity, quality and fitness for consumption to the standards provided 
by the Act, and all tea offered for entry must comply with all three ex- 
actions," and the Act is not concerned with the value of the importation.’” 


The Treasury Department enforced the first act during its entire 
existence, and the second act until May 31, 1920, when jurisdiction was 
transferred to the Bureau of Chemistry, of the Department of Agricul- 
ture, by an amendment * of the Act of 1897. On June 30, 1927, with the 
reorganization of that Bureau, responsibility for the Act's enforcement 
was transferred to the Food, Drug, and Insecticide Administration of 
the same department.'* Finally enforcement was transferred to the 
Federal Security Agency when the Food and Drug Administration was 
taken out of the Department of Agriculture and was incorporated into 
that Agency on June 30, 1940, by virtue of the President's Reorganization 
Plan No. I'V.° 


Prior to the passage of the Tea Act, the United States was the 
unwilling recipient of much low-grade and refuse tea, but now the quality 
of tea importations has so improved that rejections average only about 
one-half of one per cent of our total annual importation of approximately 
one hundred million pounds. 


The Tea Act provides for a board of seven tea experts appointed 
each year by the Federal Security Administrator, and this board fixes 
uniform standards for consumption for teas to be imported into the 
United States. The board consists of six members from the tea trade and 
the Food and Drug Administration's supervising Tea Examiner. It 
meets every February in the Food and Drug Administration laboratory 
in New York City, the meeting usually lasting a full week, during which 
period the members may examine and taste over 500 samples of tea. 
Samples of these standards are sold at cost to importers to be used as 
buyers’ guides by their agents abroad. Samples are also retained by the 
Food and Drug Administration as controls. Tea examiners are located 





1 Butterfield v. Bidwell, 96 Fed, 328; %#In 1930, its name was changed to the 
Macy v. Loeb, 205 Fed. 727. Food and Drug Administration, but there 
2 Carter, Macy & Co. v. Matthews, 220 was nochange of function. 
App. Div. 679, affirming 247 N. Y. 532. #5 U.S. C. 133 (t) note. 


#8 41 Stat. L. 712, 21 U. S. C. 41. 
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at Boston, New York, San Francisco, and Seattle. These examiners 
determine the quality and purity of all teas offered for entry into the 
United States, and those shipments not conforming to the standards set 
are refused entry by the Customs officials. The Act provides for an 
appeal to the United States Board of Tea Appeals wherever an importer 
is of the opinion that the rejection of his shipment of tea is erroneous. 
The appeal must be filed within 30 days of the rejection. 


The United States Board of Tea Appeals, which is made up of 
three members of the Federal Security Agency, usually operates by call- 
ing in three tea experts from the trade, to whom it submits several uniden- 
tified samples of similar teas, including a sample of the rejected tea and 
of the standard. The decision of these experts is accepted by the Board, 
which makes its decision accordingly. There is no appeal from the deci- 
sion of this Board. However, the courts will review the findings of the 
Board when its decision has interfered with a vested right and has been 
induced by fraud or a mistake of law. The court can and will correct 
an error of this kind upon suit by the importer. In Waite v. Macy,** the 
Supreme Court granted an injunction to the importer requiring the Board 
to admit a shipment of tea which it had rejected. The regulation call- 
ing for rejecting of all tea containing any coloring matter, upon which 
the rejection had been based, was in conflict with the law itself, and 
was, therefore, invalid. 


In case this Board affirms the rejection of the shipment, it must be 
removed from the country within six months, and failure to do so will 
result in its destruction. It may, however, be used for manufacture of 
chemical products on compliance with the regulations. Once a ship- 
ment of tea has been rejected and has been exported from the United 
States, it may not be reimported, and if reentered it is subject to seizure 
irrespective of good faith on the part of an innocent importer who had 
no knowledge of its previous rejection. 

The Tea Act also provides for the admission under bond for manu- 
facturing into certain chemical products of tea waste, siftings, sweep- 
ings and low grade tea."" 

The Tea Act did not exclude the operation of the Food and Drugs 
Act of 1906, nor does it exclude the operation of the Food, Drug, and 





1° 246 U. S. 606 (1918). See also Buttfield 17 Amendment to Tea Act, May 16, 1908, 
v. Stranahan, 192 U. S. 470 (1904), and 35 Stat. 163,2U.S.C. 41, 
San Lung v. Jackson, 85 Fed. 502 (C. C. 
N. D. Cal. 1898). 
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Cosmetic Act upon shipments of tea offered for entry, nor upon subse- 
quent interstate shipment of tea, since tea is a food within the meaning 
of Section 201 (f) of that Act.** The label requirements imposed by 
Section 403 of the Food, Drug, and Cosmetic Act apply to tea in package 
form. Since tea may become adulterated, or rendered unfit by water 
or fire damage, or misbranded after entry into the United States, the 
public needs the protection afforded by the provisions of the Food, Drug, 
and Cosmetic Act. Interstate shipment of adulterated or misbranded 
tea is prohibited, as is the case with all foods, drugs, and cosmetics, and 
such shipments may be seized and the shippers proceeded against in 
a criminal action or by injunction. 


The Tea Act was passed in response to overtures to Congress by 
the tea industry, which sought to protect itself from the inferior product 
being forced on it by foreign interests. As noted above, a vast improve- 
ment has been accomplished. Since the board of tea experts is made 
up of members of the tea trade, the control is primarily self-imposed. 
The cost of enforcement was defrayed by Congressional appropriations 
until the fiscal year 1940-41, when Congress failed to appropriate any 
funds for the enforcement of the Federal Tea Act. The tea trade, in 
order to keep the Act alive, offered to pay the cost of enforcement itself, 
and its proposal was made by ‘rider amendment” to the Second Defici- 
ency Bill on June 22, 1940."° The cost to the trade amounts to 314 cents 
per hundred pounds or fraction thereof. 

The tea trade is to be commended for its interest and efforts in 
keeping the quality of tea imported into the United States so high. The 
paucity of court actions during the 64 years of the life of the Tea Act 
is convincing proof of industry backing and cooperation. 


Oleomargarine Act 


On August 2, 1886, Congress enacted a law * which imposed a 
tax upon and regulated the manufacture, sale, importation, and exporta- 





% 26 Opinions Attorney General 166. procedure. See also Internal Revenue Reg- 

#54 Stat. 632. Congressional Record, ulations No. 9 (26 CFR pt. 310) CR. S. 161. 
June 22, 1940. Senate p. 13, 619, House 251, I. R. C. Sec. 2306. 5 U. S. C. 22, 19 
p. 13, 513. U. S. C. 66, 26 U. S. C. 976. See also 

224 Stat. L. 209. Amended on May 9, McCray v. United States, 195 U. S. 27, in 
1902, October 1, 1918, July 10, 1930, and which the Supreme Court held the Act 
February 24, 1933. See also Customs Regu- valid in a case involving the tax power. 
lations, Par. 11.5, Part 11, covering import 
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tion of oleomargarine, and its enforcement was charged to the Treasury 
Department. 


The tax provisions of the Act and subsequent acts are still enforced 
by that department, but oleomargarine is also subject to the requirements 
of the Federal Food, Drug, and Cosmetic Act, as it was to the require- 
ments of the Food and Drugs Act of 1906. 


A standard of identity for oleomargarine has been established, as 
authorized by Section 401 of the Food, Drug, and Cosmetic Act, and 
imported as well as domestic oleomargarine must conform to the stand- 
ard.**. The standard was an extension of the requirement issued under 
the authority of the Food and Drugs Act of 1906 that vegetable oleo- 
margarine contain a minimum of 80 per cent fat.** The standard was 
upheld by the court in Land O'Lakes Creameries, Inc. et al. v. McNutt, 
Federal Security Administrator ( National Co-op. Milk Producers’ Fed- 
eration et al., Interveners),?* which held that the standardized product 
was not an imitation butter within the meaning of Section 403 (c) of the 
Food, Drug, and Cosmetic Act, and further that Section 403 (c) and 
Section 401 were independent of each other and that oleomargarine was 
not adulterated because it contained diacetyl, an artificial flavor. 


It is beyond the scope of this paper to discuss in detail the rigid 
requirements of the present Federal Act and the 47 state acts regulating 
oleomargarine. 


Renovated Butter Act 


Another Federal statute ** of limited scope regulates so-called 
adulterated butter (essentially butter which has been reworked to remove 
rancidity by use of chemicals) and renovated or process butter which is 
butter reworked without the use of chemicals. This Act is enforced 
very much as is the oleomargarine statute, and is enforced by the same 
department. 





16 Federal Register 2762, June 5, 1941. origin was subject to same requirement by 





Standard may also be found in Service 
Regulatory Announcement, Food Drug Cos- 
metic No. 2, p. 39, issued July 1944. See 
also 5 Federal Register 4057-4058, October 
11, 1940 and 6 Federal Register 1990-1992, 
February 17, 1941, for order and excep- 
tions. 

2 Food and Drug Administration Notice 
to Packers of Vegetable Oleomargarine, 
June 8, 1935. Oleomargarine of animal fat 
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ruling of Department of Agriculture, is- 
sued under authority of the Meat Inspec- 
tion Act. 

23132 Fed. (2d) 653, January 21, 1943. 

*Act of August 2, 1886 (24 Stat. 840), 
amended by Renovated Butter Act of May 
9, 1902, 32 Stat. 194, 26 U. S. C. 571 (1934), 
which was amended by Packing Stock and 
Process Butter Act of June 24, 1946 (Pub- 
lic Law 427). 
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Import Foods and Drugs Law 


The next act dealing with foreign foods and drugs was the 
Import Foods and Drugs Law, enacted by Congress on August 30, 
1890.*° It provided for “‘an inspection of meats for exportation, it pro- 
hibited the importation of adulterated articles of food or drink and it 
authorized the President to make proclamation in certain cases.’ The 
Department of Agriculture was charged with its enforcement, and the 
Secretary was authorized to cause inspection of salted pork and bacon 
intended for exportation to foreign countries requiring such inspection. 
The Act made it unlawful ‘‘to import any adulterated or unwholesome 
food or drug, or any vinous, spirituous, or malt liquors, adulterated or 
mixed with any poisonous or noxious chemical, drug, or other ingredient 
injurious to health." It provided that ‘whenever the President is satis- 
fied that there is good reason to believe that any importation is being 
made, or is about to be made, into the United States, from any foreign 
country of any article used for human food or drink that is adulterated 
to an extent dangerous to the health or welfare of the people of the 
United States, or any of them, he may issue his proclamation suspend- 
ing the importation of such articles from such country for such period 
of time as he may think necessary to prevent such importation.” The 
Act also made it unlawful to import into the United States any article 


the importation of which is so suspended. In another provision, the 
President was empowered to exclude by proclamation certain imports 
from countries which were unjustly discriminating against American 


products. 


The provision of this Act, conferring authority upon the President 
of the United States to suspend by proclamation importations of foods 
and drink adulterated to an extent dangerous to the health and welfare 
of the people of the United States, apparently was never invoked. Sec- 
tion 11 of the Food and Drugs Act of 1906 ** contained this language: 

“The Secretary of the Treasury shall deliver to the Secretary of Agriculture, upon 
his request from time to time, samples of foods and drugs which are being imported 
into the United States or offered for import, giving notice thereof to the owner or 
consignee, who may appear before the Secretary of Agriculture, and have the right 


to introduce testimony, and if it appear from the examination of such samples that 
any article of food or drug offered to be imported into the United States is adulterated 





* 26 Stat. L. 415. Stat. 271 (1919), 46 Stat. 1019 (1930), 48 
34 Stat. 768 (1906), as amended, 37 Stat 1204 (1934), 49 Stat. 871 (1935), 21 
Stat. 416 (1912), 37 Stat. 732 (1913), 41 U.S.C. 1-15. 
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or misbranded within the meaning of this act, or is otherwise dangerous to the health 
of the people of the United States. ¥ 

Even though the Act contemplated an actual examination of a 
sample, followed by the usual hearing accorded to an importer and 
finding of illegality by the Food and Drug Administration before exclu- 
sion of the shipment offered for entry, the section was used by the Food 
and Drug Administration as a basis for an embargo prohibiting the 
importation of absinthe,”’ of peyote,”* and several other products,*® and 
of the importation of milk from Canada in 1927 when a typhoid out- 
break was raging near Montreal.*® The Secretary of Agriculture ordered 
the embargo permanently applied to absinthe, peyote, and other products, 
but only during the pendency of the outbreak in the case of cream and 
milk from Canada. 


The section of the Act of 1890 quoted above could presumably have 
been applied in the cases just cited but was not. No court has ever 
ruled on the validity of any embargo imposed under Section 11 of the 


Food and Drugs Act. 


The Food, Drug, and Cosmetic Act contains no embargo provi- 
sions, but the definitions of adulteration, as contained in Section 402 
(a) (1), (2), (3), (4), (5), and (6), are sufficiently comprehensive 
to protect the public against imported foods which may be dangerous 
to health. 


Filled Cheese Act 


On June 6, 1896, Congress passed an act *' “defining cheese and 
also imposing a tax upon and regulating the manufacture, sale, impor- 
tation and exportation of filled cheese." The purpose of Congress was 
to discourage the sale of filled cheese—that is, cheese to which fats, 
other than butterfat, have been added—and in this purpose Congress 
has succeeded. Little of the product is manufactured today. The Com- 
missioner of Internal Revenue was charged with its enforcement initially 
and still enforces the Filled Cheese Act today. Filled cheese, being a 


7 Food and Drug Inspection No. 147, the Federal Import Milk Act of 1927 (44 
July 25, 1912. Stat. L. 1101, 21 U. S. C. 141-149), since 
* Service Regulatory Announcement, under Regulation 21 of that Act a permit 
Chemistry No. 13, May 3, 1915. to ship milk or cream into the United 
* Service Regulatory Announcement, States may be suspended for cause at any 
Chemistry No. 16, 1916, and Service Regu- time. 
latory Announcement, Chemistry No. 20, 31 29 Stat. L. 253, U. S. C. 1934 ed., Title 
1917. 26, Chap. 10. Another similar tax act was 
“It is well to note here that a similar the Act of June 13, 1898, taxing mixed 
Situation could now be controlled under flour, amended on February 26, 1926. 
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food, is subject also to the Federal Food, Drug, and Cosmetic Act, 
as it was to the predecessor Food and Drugs Act of 1906, but the 
Federal Food, Drug, and Cosmetic Act did not repeal, modify, affect, 
or supersede the Filled Cheese Act, since Section 902 (c) of the Food, 
Drug, and Cosmetic Act specifically so states. Imported filled cheese 
is subject to all of the provisions of the Act and is, in addition, subject 
to added duties and taxes. 


The regulations are quite strict. All filled cheese must be packed 
in previously unused wooden cases marked with the words, “Filled 
Cheese” in large letters, and the cases may not be reused. Retailers 
may sell only from the original stamped packages and must comply with 
further marking regulations. Retail and wholesale dealers must promi- 
nently display signs reading, “Filled Cheese Sold Here.” Additional 
taxes are imposed on manufacturers, wholesalers, and retailers of filled 
cheese, and the manufacturers must file all notices, inventories, etc., that 
the Commissioner of Internal Revenue may require. Penalty for viola- 
tion of the Act is a misdemeanor and is punishable by fine or by 
imprisonment. 


In the Act of March 1, 1899,** there appeared this language: 


“The Secretary of Agriculture, whenever he has reason to believe that articles 
are being imported from foreign countries which are dangerous to the health of the 
people of the United States, shall make a request upon the Secretary of the Treasury 
for samples from original packages of such articles for inspection and analysis, and 
the Secretary of the Treasury is hereby authorized to open such original packages 
and deliver specimens to the Secretary of Agriculture for the purpose mentioned, giving 
notice to the owner or consignee of any goods which the Secretary of Agriculture 
reports to him have been inspected and analyzed and found to be dangerous to health.’ 
Note the similarity of this wording to that of Section 11 of the Food 
and Drugs Act of 1906 and to that of Section 801 (a) and (b) of the 


Food, Drug, and Cosmetic Act of 1938. 


This Act provided funds for the investigation of adulteration of 
foods, drugs and liquors, by the Department of Agriculture, and Con- 
gress continued such appropriations until the fiscal year 1907. 


Virus, Serum and Toxin Acts 


On July 1, 1902, Congress passed the Virus, Serum and Toxin 
Act ** regulating biological products. This Act was enforced by the 





® 30 Stat. L. 947, 951. as “$332 Stat. 728, 42 U. S. C. 141-148, Pub- 
lic No. 244. 
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United States Public Health Service of the Treasury Department. The 
Public Health Service Act of July 1, 1944,** is, in reality, a recodifica- 
tion of all of the laws enforced by the United States Public Health 
Service *° of the Federal Security Agency, and Section 351 is a reenact- 
ment of the Act of 1902. 


The new act specifically makes these products subject to the terms 
of the Federal Food, Drug, and Cosmetic Act enforced by the Food 
and Drug Administration of the Federal Security Agency, except for the 
licensing provision contained in Section 505 of the Act of 1902. Con- 
gress, while feeling that the controls applied under the old act were quite 
effective in safeguarding the public in this field, quite properly added 
the protection afforded by the Federal Food, Drug, and Cosmetic Act, 
since, under that Act, seizure of a contaminated or dangerous product, 
which had reached the market despite all safeguards, could be made. 


The two branches of the Federal Security Agency involved in the 
enforcement of these two acts have always avoided a duplication of effort. 


However, in the import field, the Virus, Serum and Toxin Act 
applied only to those products which were intended for resale. Thus, 
if an importation of one of these products is made solely for use by the 
consignee, only the Food, Drug, and Cosmetic Act applies to it. 


The Animal Virus, Serum, Toxin Law of March 4, 1913," pro- 
hibits the importation of viruses, sera, toxins, and analogous products 
for use in the treatment of domestic animals, unless the importer holds 
a permit from the Department of Agriculture covering the specific 


product. 
Appropriation Act of March 3, 1903 


The Appropriation Act of the Department of Agriculture of March 
3, 1903,°7 among other things, provided for the exclusion of articles 
‘which are forbidden to be sold or restricted in sale in the countries in which they 
are made or from which they are exported, or which shall be falsely labeled in any 
respect in regard to the place of manufacture or content of the package.” 
These provisions next appeared almost verbatim in Section 11 of the 
Food and Drugs Act of 1906. The first part of this prohibition has 


“58 Stat. 682, 42 U. S. C. (Supp. V) 201 % 37 Stat. 832, 21 U. S. C. 151 et seq. 
et seq. 32 Stat. L. 1147, 1158. 

* Transferred to the Federal Security 
Agency by President's Reorganization Plan 
No. If, 5 U. S. C. 133(t) note. 
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become Section 801 (a) (2), and the second part is embodied in Sec- 
tion 801 (a) (3) of the Food, Drug, and Cosmetic Act. 


During the first year of enforcement of the Act of March 3, 1903, 
all samples were sent to Washington, D. C., for analysis and a deter- 
mination of the action to be taken. The time required made enforcement 
impracticable and burdensome, and, in 1904, a laboratory was estab- 
lished at San Francisco and another at the Port of New York. In 1905, 
additional laboratories were established at Boston, Philadelphia, Chicago, 
and New Orleans; thus, by 1906, when the Food and Drugs Act was 
passed, these laboratories were in active operation. 


Meat Inspection Act 


On June 30, 1906, Congress passed the Federal Meat Inspection 
Act ** in response to popular demand, following the expose of the fright- 
ful conditions prevailing in the Chicago Stockyards, by Upton Sinclair's 
significant book, “The Jungle.” *® The day was an important one in 
the history of Federal food legislation, for Congress also enacted the 
Food and Drugs Act, making its effective date January 1, 1907. On 
March 4, 1907, it approved a subsequent Meat Inspection Act.*® Both 
Acts were identical at first, but the latter act was amended on July 
29, 1938." 


The Act applied to cattle, swine, sheep, goats, and meat derived 
from them, and sought to control these products by inspection and direct 
supervision before shipment in interstate commerce, for the Act is pri- 
marily a health protecting measure.*? The Dairy Export Act of 1908 * 
made the provisions of the Meat Inspection Act applicable to dairy prod- 
ucts destined for exportation, and the Act's scope was further enlarged 
to include horses and horse meat, and horse-meat products, by the Act 


of July 24, 1919.** Finally, the Tariff Act of October 3, 1913,*° and its 
successor, The Tariff Act of June 17, 1930,*° subjected import meat and 





participation as carriers in interstate move- 
ment of a violative shipment of foods, 
drugs, or cosmetics, whereas, under the 
Meat Inspection Act, a carrier moving un- 
inspected meat in interstate commerce is 
liable to prosecution. 

#3 35 Stat. 251, 254. 

“ 41 Stat. 241 (21 U.S. C. 96). 


38 34 Stat. 674. 

*® Published by Scribner's, New York. 

# 34 Stat. 1260-1265. 

4152 Stat. 1235, 21 U. S. C. 71-91. 

* In this respect, the Meat Act is greatly 
different from the Food, Drug, and Cos- 
metic Act, which is invoked against illegal 


shipments only after interstate movement 
has already occurred. Also, common car- 
riers are not liable under Section 703 of 
the Food, Drug, and Cosmetic Act for their 
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* 38 Stat. L. 114-166, 192-194. 
* 46 Stat. 689 (19 U. S. C. 1306) (Public 
No. 361, Seventy-first Congress). 
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meat products to the control of the Meat Inspection Act. The Meat 
Inspection Act applies to exportations of meat and meat products, as 
well as to interstate traffic in them. 


The Meat Inspection Act is now enforced by the Meat Inspection 
Division of the Department of Agriculture.*’ Penalties for its violation 
can be as high as two years in jail or a fine of $10,000, or both. 


In addition to being subject to the Meat Inspection Act, meat and 
meat products are subject to the provisions of the Food, Drug, and 
Cosmetic Act (as they were to its predecessor, the Food and Drugs Act 
of 1906), since they are exempt only to the extent of the application 
or the extension thereto of the Meat Inspection Act.** 


Section 403 (i) (2) of the Food, Drug, and Cosmetic Act requires 
the labels of all foods in package form to bear a list of ali ingredients, 
in terms of their common or usual names, used in the preparation of such 
food. This provision is not found in the Meat Inspection Act; the 
labels of canned meat products must therefore bear the declaration of 
ingredients required by the Food, Drug, and Cosmetic Act. Also there 
is no seizure provision in the Meat Inspection Act and the seizure pro- 
vision of the Food, Drug, and Cosmetic Act is sometimes invoked to 
remove from the market meat or meat foods that have become adulter- 
ated subsequent to leaving the inspected establishments.*® 


It goes without saying that jurisdiction over interstate and import 
shipments of meats from animals other than those listed in the Meat 
Inspection Act lies only in the Food and Drug Administration. The 
Food and Drug Administration has seized shipments of rabbits found 
unfit for food,®® and would control shipments of bear meat, bison, deer 
meat, etc., if made in interstate commerce or offered for entry into the 
United States. 


If horse meat from horses which have died otherwise than by 
slaughter is shipped in interstate commerce, it would be adulterated 
within the meaning of Section 402 (a) (5) of the Food, Drug, and 





* See Regulations, United States Depart- * Section 902 (b), Federal Food, Drug, 
ment of Agriculture, (a) March 24, 1945 and Cosmetic Act. 
(10 Federal Register 3316); (b) September * United States v. 23 Cases of Canned 
10, 1945 (10 Federal Register 11,638); (c) Cooked Ham, Food Notices of Judgment 
July 11, 1946 (11 Federal Register 7714); 8970 (1945). 
(d) September 27, 1946 (11 Federal Regis- * Notices of Judgment 20640, United 
ter 11,189). States v. 4 Barrels of Rabbits (1932). 
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Cosmetic Act, and such shipments could be seized by the Food and 
Drug Administration pursuant to authority granted in Section 304 of 
said Act. 

Import shipments of horse meat have a different status from inter- 
state shipments of horse meat. In the case of import shipments, such 
entries come squarely under the Food, Drug, and Cosmetic Act, and 
they are not within the scope of the Meat Inspection Act. If these 
entries are sound, unadulterated and are not misbranded, they must be 
admitted. However, subsequent shipment of such an entry in interstate 
commerce would violate the provisions of the Horse Meat Act of July 
24, 1919,°" since that Act prohibits interstate traffic in horse meat or 
meat food products derived from horses unless the animals have been 
slaughtered in establishments under strict Department of Agriculture 
inspection, and foreign prepared horse meat could not have been pre- 
pared originally under such inspection, and such a shipment would 
subject the shipper to criminal prosecution. 


Food and Drugs Act 


Chronologically, the next Act which should be presented at this 
point is the epoch-making Food and Drugs Act, passed on June 30, 1906, 
by a Congress aroused into action by demands from the public; demands 
which no longer could be ignored. However, in order to be able to 
follow the discussion of this Act with an account of the Food, Drug, 
and Cosmetic Act of 1938, a natural sequence, all other acts involving 
imported foods, drugs or cosmetics up to 1947 will be treated first, after 
which we will return to the 1906 Act, concluding this article with an 
examination of the Food, Drug, and Cosmetic Act of 1938, as it applies 


to imports. 
Narcotic Drugs Laws 


Therefore, we next report on the laws governing importation of 
narcotic drugs. The importation and sale of narcotic drugs fall within 
the scope of the Narcotic Drugs Import and Export Act of February 





5141 Stat. 241 (21 U. S. C. 96). See also Federal Register 3316), and _ including 
Edition of January 1947, Regulations Gov- amendments issued September 10, 1945 (10 
erning the Meat Inspection of the United Federal Register 11638), July 11, 1946 (11 
States Department of Agriculture, (Code Federal Register 7714). and September 27, 
of Federal Regulations, Title 9, Chap. 1, 1946 (11 Federal Register 11189). 


Subchapter A) issued March 24, 1945 (10 
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9, 1909,°? and the Harrison Narcotic Act of December 17, 1914," as 
well as being subject now to the requirements of the Food, Drug, and 
Cosmetic Act.** Narcotics have been the subject of much Federal 
legislation.*® 

Plant Quarantine Act 


Importations of many fruits and vegetables fall within the scope of 
the Plant Quarantine Act of August 20, 1912,°* as well as being subject 
to other laws governing the importation of food products. This Act 
is enforced by the Bureau of Entomology and Plant Quarantine of the 
Department of Agriculture. 


Filled Milk Act 


The Filled Milk Act ** was passed by Congress on March 4, 1923, 
on the recommendation of the dairy industry. 


The Act defines filled milk as any milk, cream, or skimmed milk in 
any form to which any fat or oil other than milk fat has been added, 
and declares the product to be an adulterated article of food, injurious 
to the public health, and its sale a fraud upon the public. The Act 
exempts distinctive proprietary infant feeding compounds from its pro- 
visions but requires special labeling and further restricts their sale. 
The penalty for a violation of the Act is a fine of not more than $1,000, 
or imprisonment of not more than one year, or both. 


53 Act of February 9, 1909 (35 Stat. 614), Seventy-eighth Congress. See also the 
as amended by the Act of January 17, 1914 Tariff Act of 1930, 19 U. S. C. 1884, also 
(38 Stat. 275), the Act of May 26, 1922 (42 amended by Public Law 414, Seventy- 
Stat. 596), the Act of June 7, 1924 (43 Stat. sixth Congress. See also the Internal 


657), the Act of June 14, 1930 (46 Stat. Revenue Code, 1939, Chapter 23, Narcotics, 





586)—-further amended by Public Law 414, 
Seventy-eighth Congress, Chapter 377, sec- 
ond session, House of Representatives 4881, 
classifying a new drug isonipecaine as a 
narcotic. 

38 Stat. L. 785-790 as amended. Held 
valid by Supreme Court in United States 
v. Doremus (1919), 253 U. S. 487, No. 853, 
certiorari denied, in a 5 to 4 decision, in 
a case involving tax power. 

% Section 502 (d), Federal Food, Drug. 
and Cosmetic Act. See also Section 2561. 
Internal Revenue Code (1939), expressly 
stating that nothing contained therein shall 
be construed to impair, alter, amend, or 
repeal any provision of the Food and Drugs 
Act of 1906. 

* See also Act of August 12, 1937 (50 
Stat. 627), as amended by Public Law 414, 
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also amended by Public Law 414, Seventy- 
eighth Congress. See also 21 CFR pt. 202. 

% 37 Stat. 315—amended March 4, 1913; 
March 4, 1917: May 31, 1920; April 13, 1926; 
May 1, 1928; July 31, 1947. See Public Law 
426, Seventy-seventh Congress, for Act cov- 
ering importations from Mexico and Agri- 
cultural Appropriation Act of May 17, 1935: 
19 Stat. 268 for regulations governing sani- 
tary export certification. See also para- 
graph 12.10, Part 12, Customs regulations, 
April 13, 1926. 

% Act of March 4, 1923, 42 Stat. 1486, 21 
U. S. C. 61 (1934). Held constitutional by 
the Supreme Court, United States v. Caro- 
lene Products Co., 304 U. S. 144. See also 
Carolene Products Co. v. United States, 323 
U. S. 18 (1944). 
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The Act of 1923 made no provision for assigning the law to any 
specific department for enforcement, and it was not until August 27, 
1935, that its enforcement was charged to the Department of Agriculture 
by an amendment to the original act.** Enforcement was later trans- 
ferred to the Federal Security Agency in 1940.°° 


The Filled Milk Act, unlike the Federal Food and Drugs Act and 
Federal Food, Drug, and Cosmetic Act, contains no provision for seizure 
of interstate shipments made in violation of the law; thus, the government 
cannot remove products from interstate commerce which it believes to 
be in violation of the Act. It can proceed only by criminal prosecution 
and thus obtain judicial interpretation of the Act as it applies to the 
product made the subject of such action. 


Products falling within the scope of the Filled Milk Act, if offered 
for importation into the United States, would be denied entry. 


A study of all litigation involving the Filled Milk Act leads one 
to the conclusion that further amendment to this Act is needed. Seizure 
and injunctive remedies should be added as should be a multiple vio- 
lation clause. 


Import Milk Act 


Another Act applicable to an imported food product is the Import 
Milk Act ® passed by Congress on February 15, 1927, at the behest 
of United States producers. The Act is applicable only to imported 
milk and cream. The Act states that its purpose is to promote the dairy 
industry of the United States and to protect the public health. 


The Act prohibits the importation of milk and cream into the United 
States unless the shipper holds a permit from the Federal Security Admin- 
istration. Permits cannot be issued unless the producing herd is healthy, 
and the dairy is sanitary. The Administrator is given power to cause 
inspections to be made of the producers and he can suspend or revoke 
any permit whenever he finds that the holder has failed to comply with 
the Act or its regulations. 


The penalty for a violation of the Act is, in addition to all other 
penalties prescribed by law, a fine of not less than $50, nor more than 


8 Public No. 350, Seventy-fourth Con- © 44 Stat. 1101, 21 U. S. C. 141-149. 
gress, House of Representatives 6361. 

58° President’s Reorganization Plan No. 
IV, June 30, 1940. 
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$2,000, or imprisonment for not more than one year, or both such fine 
and imprisonment. 


Unlike the Federal Food, Drug, and Cosmetic Act, the Import Milk 
Act applies only to shipments offered for entry into the continental United 
States, and citizens of Puerto Rico, Hawaiian Islands, etc., are not 
protected by it. 


The Act does not apply to dried, condensed and evaporated milk 
of foreign origin, nor does it apply to condensed or semi-solid butter- 
milk imported for animal feeding purposes.®' (It does, however, apply 
to sour cream intended for manufacture into butter.) ** These products, 
however, are subject to the requirements of the Federal Food, Drug, and 
Cosmetic Act. At present there are practically no offers of entry of 
milk and cream, because of changed economic conditions. 


Federal Alcohol Administration Act 


On August 29, 1935, Congress passed an Act ®** regulating alcoholic 
beverages and the Act is now enforced by the Treasury Department, 
jurisdiction having been transferred to it in 1940 with the abolition of 
the Federal Alcohol Administration. Imported alcoholic beverages are 
also subject to the requirements of the Food, Drug, and Cosmetic Act 
of 1938, as they were to the requirements of the Food and Drugs Act 
of 1906,** but the Food and Drug Administration restricts its activity 
in case of importations of alcoholic beverages to determinations of fitness 
for consumption and misbranding due to misrepresentation of the product 
as a drug. The Food and Drug Administration, in enforcing Sec- 
tion 402 (a) (1) of the Food, Drug, and Cosmetic Act, has detained 











" Trade Correspondence letter No. 77, 
February 19, 1940. 

® Notice to Shippers and Importers of 
Milk and Cream Under the Federal Import 
Milk Act, March 24, 1928. 

*® Federal Alcohol Administration Act, 
49 Stat. 878. See also Act of October 1, 
1890, 26 Stat. 621; Act of August 27, 1894, 
28 Stat. 568; Act of June 7, 1906, 34 Stat. 
215; Act of October 22, 1914, 38 Stat. 747; 
Act of September 8, 1916, 39 Stat. 785; Act 
of February 24, 1919, 40 Stat. 1111, for 
special acts defining sweet wine. See also 
Act of March 3, 1897, allowing bottling of 
distilled spirits in bond. See also Liquor 
Taxing Act of 1934 (amended June 26, 
1936, by Liquor Tax Administration Act), 
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Treasury Division 48448, January 11, 1934. 
Liquor Law Repeal and Enforcement Act, 
Treasury Division 47862, August 27, 1935. 
Liquor Enforcement Act of 1926, Treasury 
Division 48448, June 25, 1936. See also 
paragraphs 12.37, Part 12, Customs Regula- 
tions; 11.6, Part 11; 11.7, Part 11. See 
also Section 3 (49 Stat. 978); Section 1 (49 
Stat. 1152), R. S. 251, 161; 27 U. S. C. 203, 
19 U. S. C. 66, 5 U. S. C. 22. 

* The embargo against absinthe imposed 
under the Food and Drugs Act of 1906 has 
been previously discussed. See United 
States v. 50 Barrels of Whiskey, 165 Fed. 
966, Notices of Judgment 68 for a case in- 
volving seizure of whiskey under Food and 
Drugs Act. 
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many import shipments of alcoholic beverages containing glass particles 
and other contaminants, such as fusel oil, and, in enforcing Sec- 
tion 402 (c), has detained a few shipments because they contained non- 
certifiable coal tar colors. Actions taken because of false therapeutic 
claims have been very rare and are not of recent origin. Other viola- 
tions detected in course of analyses, such as short volume, presence of 
undeclared certified coal tar colors, etc., are reported to the Treasury 
Department for appropriate action. 


Medicinal whiskey or Spiritu Frumenti is considered to be a drug 
product, within the meaning of Section 201 (g) of the Food, Drug, 
and Cosmetic Act, and the standard for it may be found in the National 
Formulary 8th Edition, 1946, p. 555. Whiskey called for in physicians’ 
prescriptions must conform to this standard. 


Food and Drugs Act 


Dr. Harvey Washington Wiley won the battle he had been waging 
for 17 years when Congress passed, on June 30, 1906,® the Federal 
Food and Drugs Act. This was the first Federal Act regulating domesti- 
cally produced foods and drugs. Much has been said and written about 
this great pioneer in the fight for pure foods and drugs, but a short 
account of his work is given here for the benefit of those who are not 
familiar with his story. 


Harvey Washington Wiley was born in Indiana in 1844. After 
his discharge from the Union Army, he studied medicine at the Medical 
College of Indiana and received the M. D. degree. He then studied 
the chemistry of foods at Harvard, completing the four-year course in 
just six months. After this, he became a professor at Purdue. It was 
here that his interest in food adulteration originated. In 1883, he became 
Head of the Division of Chemistry of the Department of Agriculture, 
and in 1901 he became Chief of the Bureau of Chemistry. He exposed 
the deplorable conditions then prevailing—numerous foods were filthy, 
poisonous, and disease producing, and many drugs were fakes, incapable 
of relieving or curing the diseases for which they were recommended, or 
they were actually harmful, containing habit-forming drugs. Dr. Wiley 
did more than just expose and condemn. He showed manufacturers 





*® Held constitutional — United States v. 
Sweet Valley Wine Co., 208 Fed. 85. Me- 
Dermott et al. v. Wisconsin, 228 U. S, 115. 
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how to put up pure foods, and many of them became his converts. His 
fight was long and disheartening. He saw food and drug bills killed 
in committee 17 years in succession. During the struggle, Dr. Wiley 
continually made friends. The Women's Clubs of America joined his 
crusade and their members deluged all of the members of the Congress 
of 1905 with telegrams urging the passage of a food and drugs act. 
Congress heeded the public demand. At last, Dr. Wiley had won 
his battle! 

The Act was subsequently amended as follows: 

(1) In 1912 by the Sherley Amendment. * The amendment was 
made necessary by the ruling of the Supreme Court in Lnited States v. 
Johnson,” holding that the misbranding section of the Act did not cover 
therapeutic claims. 

(2) In 1913 by the Gould Amendments.** This amendment 
required the declaration of net contents on the labels of all food in pack- 
age form. The amendment was held constitutional by the Supreme 
Court in 1932, in United States v. Shreveport Grain and Elevator Co.® 

(3) In 1919 by the Kenyon Amendment.*® The purpose of this 


amendment was to clarify the phrase “in package form” as used in the 
Gould amendment, and it brought wrapped meats within the definition 
of food in package form. This amendment was not repealed by enact- 


ment of the Food, Drug, and Cosmetic Act." 

(4) In 1923 by the Butter Standard Amendment,”* which set the 
minimum fat content of butter at 80 per cent. This amendment was not 
repealed by enactment of the Food, Drug, and Cosmetic Act." 

(5) In 1930 by the McNary Mapes Amendment,”* which made it 
possible for the Food and Drug Administration to set up food standards 
having the force of law. Standard-making authority is now found in 
Section 401 of the Food, Drug, and Cosmetic Act.” 





% 34 Stat. 416, 21 U. S. C. 10—held con- 
stitutional in Seven Cases of Eckman’s Al- 
terative v. United States, 239 U. S. 510, also 
in United States v. American Laboratories, 
222 Fed. 104. 

*T 211 U. S. 488 (1911). 

37 Stat. 732 (1913), 21 U. S. C. 10. 

© 46 F. 2d 354, reversed, 287 U. S. 77 
(1932). 

7U. S. C., 1934 ed., Title 21, Section 10, 
41 Stat. 271 (1919), Ch. 26. 

™ Section 902 (a), Federal Food, Drug, 
and Cosmetic Act of 1938. 
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2U. S. C., 1934 ed., Title 21, Section 6, 
42 Stat. 1500, Ch. 268. 

346 Stat. 1019 (1930), 21 U. S. C. 10. 

™ Section 401 of the Food, Drug, and 
Cosmetic Act prohibits the setting up by 
the Administration of a definition and 
standard of identity and standard of qual- 
ity for fresh or dried fruits, fresh or dried 
vegetables or butter, except for avocadoes, 
cantaloupes, citrus fruits and melons, but 
further requires that any definition and 
standard prescribed for the last four named 
products relate only to maturity and to 
the effects of freezing. 
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(6) In 1934 by the Sea-Food Inspection Amendment,** which pro- 
vided for continuous inspection of sea-food packing plants by inspectors 
of the Food and Drug Administration. The Amendment remains in 
force ** under the present act. 


Each of these amendments, except the Sea-~-Food Amendment, 
applied to imported products as well as to domestic products. 


The law became almost universally known as the Pure Food Law. 
The Act was: 


“for preventing the manufacture, sale or transportation of adulterated or misbranded 
or poisonous or deleterious foods, drugs, medicines and liquors, and for regulating 
traffic therein, and for other purposes.” 

Discussion of the import procedure under the 1906 Act will be 
combined with a discussion of Section 801 of the Food, Drug, and 
Cosmetic Act and the regulations thereunder. 


This Act became the most important act regulating foods and 
drugs, including those of foreign origin, until supplanted in 1938 by 
the more modern and stronger Food, Drug, and Cosmetic Act. The 
new act contains many provisions of the old. In fact, no extensive 
changes were made in the Import Section of the Food and Drugs Act, 
and it was incorporated almost bodily into the new act, since it was 
felt by all concerned that it was adequate and that it worked well. 
However, the embargo procedure applied under the 1906 Act (previ- 
ously discussed) has not yet been used under the new act. 


The last proviso of Section 11 of the Food and Drugs Act of 1906 
became Section 801 (c) of the Food, Drug, and Cosmetic Act of 1938. 
This section requires payment by the owner or consignee of all charges 
for storage, cartage and labor on any article refused admission, and, in 
case of default of such payment, they constitute a lien against any future 
importations made by such owner or consignee.” 


Regulation 27 of the Act of 1906,** dealing with exports from the 
United States, became Section 801 (d) of the Act of 1938. 





™ Act of June 22, 1934, 48 Stat. 1204, as 7% Export section upheld — Philadelphia 
amended by Act of August 27, 1935, 4 Pickling Co. v. United States, 202 Fed. 150 
Stat. 871, 21 U. S. C. 372a, Supp. 1938. Notices of Judgment 2456 (1913). United 
% Section 902 (a), Federal Food, Drug, States v. Catz American Co. Ine. (1931) 
and Cosmetic Act of 1938. 53 Fed. (2d) 425, Notices of Judgment 
=7U. 8. C. 134. 19276. 
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A fairly new development in the import field is the establishment 
of Foreign Trade Zones,** or Free Trade Zones, as they are popularly 
called, and such zones have been established in New York and New 
Orleans (1947), and others are contemplated. 


Section 101 of Article 1, Definitions, describes a zone as follows: 


“A zone is an isolated, enclosed, and policed area, under the supervision of a 
designated board of Federal officials, operated as a public utility by a corporation, in 
or adjacent to a port of entry, without resident population, furnished with the necessary 
facilities for lading and unlading, for storing goods, and for reshipping them by land 
and water; an area into which goods may be brought, stored, and subjected to certain 
specified manipulation operations. If reshipped to foreign points the goods may leave 
the restricted trade zone without payment of duties and without the intervention of 
customs officials, except under certain conditions. Such products cannot, of course, 
leave the trade zone for domestic use or consumption without full compliance with 
existing customs laws. Goods may not be manufactured or exhibited in such an area. 
The area is subject equally with adjacent regions to all the laws relating to public 
hea!th, vessel inspection, Postal Service, immigration, and to the supervision of Federal 
agencies having jurisdiction in ports of entry, including customs, to a limited extent.” 


The Foreign Trade Zone was created for the purpose of stimulating 
foreign trade but the zone is not extra-territorial. Permission to manipu- 
late shipments in the zone must be obtained from the Collector of Cus- 
toms, who can refuse the request if the requested manipulation is not 
authorized by the Act. Merchandise which is prohibited by law may 
not be admitted to a zone, and a detained shipment of foods, drugs, 
devices, or cosmetics may not be admitted to a zone. Narcotics may 
not be admitted except those required for emergency medicinal purposes, 
and, if found in a zone, they may be seized. Authority to examine goods 
in a zone is granted to the appropriate officers. 


The law grants authority to an importer to store, break up, repack, 
assemble, distribute, sort, grade, clean, or mix merchandise with foreign 
or domestic merchandise or otherwise manipulate merchandise in a zone,*® 
but prohibits manufacture and exhibition of the goods,*' and the Board 
may order the exclusion of any goods or process of treatment that in 
its judgment is detrimental to the public interest, health or safety. 


The development of the foreign trade zone was greatly impeded 
by the recent World War, as normal import traffic ceased, and because, 


7% Act of June 18. 1934 (48 Stat. 998, 5! Section 3, Public No. 397, of the Sev- 
1001), Public No. 397, Seventy-third Con-  enty-third Congress 
gress. % Section 15 (c), Public No. 397, of the 
*® Section 3, Public No. 397, of the Sev- Seventy-third Congress. 
enty-third Congress. 
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also, the Navy occupied a large part of the facilities of the zone at New 
York; thus not many procedural questions or questions of rights of 
importers and government have arisen or been determined. As use of 
such zones increases, we shall perhaps see some jurisdictional complica- 
tions. These undoubtedly will be solved in a way to effect the funda- 
mental purpose of the zones, the facilitation of international! trade without 
sacrifice to the welfare of the American public. 

Insofar as enforcement of the import sections of the Federal Food, 
Drug, and Cosmetic Act is concerned, the creation of the foreign trade 
zone has not greatly affected it, and not adversely. A few shipments 
have been reconditioned and blended, but these operations could have 
been performed in foreign lands. Since deliberate adulterations cannot 
be carried out in a zone, enforcement of the Food, Drug, and Cosmetic 
Act should be facilitated, as it is obvious that a better check can be 
maintained over operations in the zones than could be exercised in 
foreign countries. The growth of use of the foreign trade zones can 
require an increase in import control activity, since a large lot of an 
imported product can be put into a zone and then, after manipulation, 
be entered into the United States in a great number of small parcels, 
requiring a separate examination of each. An importer could thus keep 
turning his money over paying the duty on each lot with the proceeds of 
the sale of the previous lot. If entered as a whole, duty on the whole 
lot would be due at one time. 

It is expected that a bill broadening the scope of the foreign trade 
zone will be introduced in Congress at its next session. 


Federal Food, Drug, and Cosmetic Act 


The major act covered by this paper is the Food, Drug, and 
Cosmetic Act,** passed on June 25, 1938. This act is the act of the 
widest scope, regulating the importation of foods, drugs, and cosmetics 
into the United States. 

By 1933, it was well recognized that the pioneer act of 1906 was 
in need of modernization, strengthening, and enlargement. It con- 
tained no provisions relating to cosmetics, and there were on the market 
certain eye-lash dyes which in many cases blinded the young women 





%352 Stat. 1055, 21 U. S. C. 371 (a), Re- tion Plan No. IV (54 Stat. 1237), 5 Federal 
organization Act of 1939 (53 Stat. 561ff), Register 2421, as amended. 
5 U. S. C., Supp. V, 133ff, and Reorganiza- 
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who used them; it was incapable of preventing the marketing of untried 
new drugs, and its penalties for violations were too ineffectual. Efforts 
were made to remedy the situation by the passage of a new act. 


In 1933, Senator Royal S. Copeland of New York introduced a 
bill recommended by the United States Department of Agriculture. It 
was largely the work of Mr. W. G. Campbell, Chief of the Food and 
Drug Administration, and a small group of associates. It was not until 
1938, following the pathetic tragedy of the poison elixir sulfanilamide 
which cost over one hundred lives, that Congress passed the Food, Drug, 
and Cosmetic Act. During these five years, the proponents of new 
food, drug, and cosmetic legislation never stopped fighting for an effectual 
act. They fought almost alone, as little or no publicity was ever given 
to their cause and they had no aroused public opinion such as existed 
in 1906. 
changed. The bill that finally was enacted into law contained many com- 


To the 


means of enforcement by criminal prosecution and seizure, there was 


Many bills were introduced, fought over, and dropped or 


promises, but was a remarkably effective act, nevertheless. 


added a third, the injunction. Cosmetics were brought under the act, 
and a “new drug” section was added as a safeguard against the repeti- 
tion of a new elixir sulfanilamide-type disaster. 


History had repeated itself; Mr. Campbell had reenacted the role 


played by Dr. Wiley many years before. He, too, had won his battle! 


This Act has been amended several times during the nine years of 
its life to cover insulin,“* penicillin,*° and streptomycin,*® and importa- 
tions of these products must comply fully with its requirements before 
entry is permitted.‘ 


Section 801 is reproduced in full. Space will not permit insertion 
of the regulations, which will be found in Service Regulatory Announce- 


ment, Food Drug Cosmetic 1, Revision 2. 





*55 Stat. 851, 21 U. S. C., Supp. V, 356. 
Latest regulations, 12 Federal Register 
2226-2231, April 4, 1947. 

8 59 Stat. 463, 21 U. S. C., Supp. V. 357. 
Latest regulations, 12 Federal Register 
2231-2248, April 4, 1947, and 12 Federal 
Register 6109, September 13, 1947. 

% Public Law 16, Eightieth Congress, 
Chap. 16, first session (House of Represen- 
tatives 2045), 21 U. S. C., Supp. 357. Latest 
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regulations, 12 Federal Register 2231-2248, 
April 4, 1947, and 12 Federal Register 6109, 
September 13, 1947 

** The Food and Drug Administration has 
ruled that Regulation 2.13 (b) under Sec- 
tion 405 and Regulation 2.107 under Sec- 
tion 503, dealing with processing, labeling 
and repacking of foods and drugs. do not 
apply to import shipments. 
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“Sec. 801 (a). The Secretary of the Treasury shall deliver to the Federal 
Security Administrator, upon his request, samples of food, drugs, devices, and cos- 
metics which are being imported or offered for import into the United States, giving 
notice thereof to the owner or consignee, who may appear before the Federal Security 
Administrator and have the right to introduce testimony. If it appears from the exam- 
ination of such samples or otherwise that (1) such article has been manufactured, 
processed, or packed under insanitary conditions, or (2) such article is forbidden 
or restricted in sale in the country in which it was produced or from which it was 
exported, or (3) such article is adulterated, misbranded, or in violation of section 505, 
then such article shall be refused admission. This paragraph shall not be construed 
to prohibit the admission of narcotic drugs the importation of which is permitted under 
section 2 of the Act of May 26, 1922, as amended (U. S. C., 1934 edition, title 21, 
sec. 173). 

“(b) The Secretary of the Treasury shall refuse delivery to the consignee and 
shall cause the destruction of any such article refused admission, unless such article 
is exported by the consignee within three months from the date of notice of such refusal, 
under such regulations as the Secretary of the Treasury may prescribe: Provided, 
That the Secretary of the Treasury may deliver to the consignee any such article pend- 
ing examination and decision in the matter on execution of a bond as liquidated dam- 
ages for the amount of the full invoice value thereof together with the duty thereon 
and on refusing for any cause to return such article or any part thereof to the custody 
of the Secretary of the Treasury when demanded for the purpose of excluding it from 
the country or for any other purpose, such consignee shall forfeit the full amount 
of the bond as liquidated damages.” 


The procedure governing the examination, admission, and exclu- 
sion of imports was so little changed by the 1938 Act that a discussion 
of it under both acts is given at this point (with appropriate notes on 
differences). The procedure is almost wholly administrative, and neither 
statute provided for judicial review. However, judicial review is possible 


in two ways: 


(1) The government, through its Collectors of Customs, may 
bring an action on the importer’'s bond to collect as liquidated damages 
the full amount of the bond for illegal disposition of an import ship- 
ment or for failure to return it to Customs custody on demand by a 
Collector of Customs.** 


8 Bond Action Cases under Food and tion or destruction on demand by the Col- 
Drugs Act: Food Notices of Judgment lector of Customs, and the government 
25055, United States v. King and Howe Inc. instituted suit to collect the full value of 
and Royal Indemnity Co. Suits instituted the bond, $8,381.43. Verdicts and judg- 
for invoice value of three lots of imported ments for the government affirmed by Cir- 
stramonium leaves which had been entered cuit Court of Appeals for the Second 
under term entry bond and subsequently Circuit on July 16, 1935. 
found to be adulterated in violation of the Under Food, Drug, and Cosmetic Act— 
Food and Drugs Act of 1906. The importer no cases. 
failed to redeliver the goods for exporta- 


Page 520 Food Drug Cosmetic Law Quarterly— December, 1947 





(2) Theimporter may bring an injunction suit against the Collector 
of Customs and the Food and Drug Administration Station Chief of 
the same port in an attempt to restrain them from excluding his shipment. 


&Y 


Each law contains a provision for the posting of a bond.” to the 
extent of the value of the shipment plus the duty thereon, by the importer, 
who could then take delivery of the-merchandise, holding it in the port 
of entry until released by the Food and Drug Administration, and the 
refusal by the importer to return the shipment to the custody of the 
Secretary of the Treasury on demand for the purpose of excluding it from 
the country, or for any other purpose, is the basis for the forfeiture of 
the full amount of the bond. 


The provision is required by practical reasons; it avoids congestion 
on the piers, and it allows an importer to protect his merchandise by 
proper storage during the period required by the sampling operation and 
subsequent analysis and examination of the sample. It has one out- 
standing disadvantage, since the goods are put into the hands of import- 
ers prior to examination and a determination of fitness for use, and an 
unscrupulous importer can distribute them with serious harm to the 
public, if adulterated, and, unless he further ships them in interstate 
commerce, he is liable only to a money penalty insofar as the Federal 
Act is concerned; that is, the amount of the entry bond. 


Commercial success in an import transaction often depends on the 
speed of marketing the goods after arrival in the United States, and 
importers sometimes distribute their goods immediately on receipt -without 
awaiting a determination by the Food and Drug Administration of 
compliance with the law. This constitutes a definite redelivery bond 
violation, and actions on such bonds are taken at the rate of several per 
week at the Port of New York alone. 


“ Under Food and Drugs Act: Ambruster 
v. Meilon, 41 F. (2d) 430 (App. D. C. 1930); 
Knapp wv. Calloway, 52 F. (2d) 476 (DC 
N. Y. 1931): Knapp v. Hude, 50 F. (2d) 272 
(DC N. Y. 1931); Davis Milling Co. Inc. v. 
The Secretary of Agriculture, Equity No. 
320, (DC Va. 1934): Davis Milling Com- 
pany, Inc. v. I. Walke Truxtun, Collector 
of Customs of the United States for the 
Eastern District of Virginia et al., Equity 
No. 403 (DC Va. 1938). 

Under Food, Drug, and Cosmetic Act: 
John T. Bowman, Master of 8.8. James J. 
Hill v. Allen T. Retzlaff, Baltimore Station, 
Food and Drug Administration of Federal 
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Security Agency and George T. Cromwell, 
Collector of Customs, Port of Baltimore, 
65 F. Supp. 265. This was an injunction 
suit brought by an importer in the District 
Court for the District of Maryland to re- 
strain the government from enforcing its 
order requiring exportation or destruction 
under customs supervision of an adulter- 
ated lot of wheat. Dismissed. 

"The bond was called a penal bond 
under the Food and Drugs Act of 1906, 
and is called a bond as liquidated damages 
under the Food, Drug, and Cosmetic Act, 
but this has had no effect on bond actions. 
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When bond actions are begun, the Secretary of the Treasury is 
authorized to compromise settlements, and, since repeated bond actions 
are instituted against the same importers, it may be assumed that pre- 
vious settlements have not been sufficiently severe to act as deterrents. 


The public can be protected by Federal, state, and city seizures of 
adulterated goods distributed by dn importer prior to a release by the 
Food and Drug Administration, but this would involve a great deal of 
regulatory work, since in most cases import shipments are large and are 
widely distributed. It would be much simpler, and it would afford greater 
public protection, if all imports were required to be put into bonded ware- 
houses until released by the Food and Drug Administration, as is the 
case with tea shipments. This would require new legislation by Con- 
gress. Furthermore, when the goods are allowed to be placed in the 
hands of the importer prior to inspection by the Food and Drug Admin- 
istration (this period may be several days), substitution and manipu- 
lation are possible. Identification of many shipments is difficult in any 
case, and, when shipments are stored near other similar goods or 
unpacked from the original containers, the government is at a distinct 
disadvantage in discovering such chicanery. For example, who could 
say for certainty that a box of whitefish pointed out to him as the ship- 
ment involved contained the whitefish covered by a particular entry? 


I do not mean to imply that the import business as a whole is cor- 
rupt. On the contrary, the vast majority of importers handle their ship- 
ments quite properly, but there is a minority fringe that will take unfair 
advantage if the situation permits. Twelve years of experience as an 
import enforcement officer has convinced me that the changes suggested 
are now required for the full protection of the American public. They 
would make it certain that only legal imported foods, drugs, and cos- 
metics reached the American consumer. 


Although the language of Section 11 of the Food and Drugs Act 
plainly stated that the Secretary of Treasury shall furnish to the Secre- 
tary of Agriculture samples of import shipments of foods and drugs 
requested by him, and Section 801 (a) of the Food, Drug, and Cosmetic 
Act likewise states that’ 


“The Secretary of the Treasury shall deliver to the Federal Security Adminis- 
trator upon his request, samples of foods, drugs, devices _and cosmetics which are 
imported or offered for import into the United States. 
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in actual practice under the Food and Drugs Act of 1906, the Food and 
Drug Administration drew its own samples in those ports where Food 
and Drug Administration stations were located, and requested samples 
from the Customs Officials when entries were made at non-laboratory 
ports, and follows the same procedure today under the Food, Drug, 
and Cosmetic Act. 

From this point on, I shall discuss the procedure as it exists today 
under the Food, Drug, and Cosmetic Act. 


An import shipment of a food, drug, device, or cosmetic arrives 
at a United States Port by ship,” rail, or by air.°* The owner, directly 
or through his customs broker, makes one of the several types of entries 
subjecting his goods to inspection at the port of entry by the Food and 
Drug Administration (Entry For Consumption, Entry For Warehouse, 
Entry For Appraisement, Informal Entry, etc.), and posts his redelivery 
bond. A permit is issued by the Customs, and the importer is allowed 
to take possession of the goods. The invoice is sent by the Entry Divi- 
sion of the Customs to the Appraiser, who immediately submits it to 
a representative of the Food and Drug Administration if the entry cov- 
ers shipment of merchandise from which no units will be brought into 
Public Stores, or he withholds it until such units are brought in (in those 
instances ) and submits it to the Food and Drug Administration together 
with the units brought into Public Stores. At New York, upon receipt 
of the invoice, the Food and Drug Administration representative takes 
one of two actions. 


(1) He may release the shipment without examination, by stamp- 
ing the invoice and attached notice to the importer, which is returned 
to the importer with a stamp reading, “No Sample Desired—Date”’ 
Initials of representative. The importer is then free to dispose of his 
shipment. 

(2) He may direct sampling of the shipment, or he may take a 
sample from the Public Store’s units submitted to him (as the case may 
be), and if so, he performs five acts: 

(a) He attaches a sample notice to the invoice for purpose of 
notification to the Customs of his action. 


* For Ports of Entry, see Customs Regu- amended, and Part 6, Customs Regula- 
lations, Part 1. tions, for ports of entry of civil aircraft 
*2 Importation by Air. See Air Commerce and general regulations. 
Act of 1926, 49 U. S. C. 177 (b), as 
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(b) He indicates his intention to sample on the notice to the 
importer, and returns it to the importer’s box in the Appraisers Stores. 
at the same time marking thereon the Food and Drug reference number 


(c) He prepares an import sample report in duplicate. 


(d) He posts the entry number of the shipment on the bulletin 
board located in the Appraisers Stores. 


(e) He prepares a formal sample notice to be mailed to the importer 
of record. All notices except (b) are required by the regulations. The 
use of the notice under (b) saves from 4 day to 1 day for the importer. 


Next, the shipment is assigned to the Wharf Sampler force for 
sampling, if the Floor Examiner did not take samples from the Public 
Stores cases. The samples are submitted to the station laboratory which 
usually analyzes them, or sends them to the specialized laboratories in 
Washington, D. C., if required. Bacteriological examinations, vitamin 
assays and bio-assays are examples of the work done in Washington. 


If the laboratory and wharf examinations disclose no adulteration, 
and the labeling is also in compliance with the Act, the shipment is 
released, and the importer is sent a copy of the release. 


Releases may be of four types: 
(1) Outright release, issued when no violation is disclosed. 


(2) Release without prejudice to future actions in similar instances, 
which is used where there is a doubt as to the legality of the shipment. 
It serves as a warning that action will very likely be taken against future 
similar shipments when the required facts have been obtained. 


(3) Release with warning is used where the violation is of a minor 
character, usually a minor misbranding. With such a release, a letter 
is written to the importer, explaining the violation and instructing him 
to so inform the shipper, and requesting proof that he did so inform 
the shipper. It further warns that, in all future cases, after the shipper 
has had time to correct his labels, shipments in violation of the Act in 
the same manner will be detained. 

(4) Release without examination. It sometimes happens that 
pressure of work means that a few shipments have to be released with- 
out analysis in order to avoid an undue delay in action. 
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Even though an import shipment is initially released on entry, it 
may be seized and removed from the market if it was either adulterated 
or misbranded on arrival and the goods are no longer in Customs Cus- 
tody.®* If the entry has not been liquidated, then the former release 
may be recalled and a detention issued. It may also be seized if it 
was legal on arrival, and later became adulterated or misbranded and 
subsequently shipped in interstate commerce. The public welfare 
requires this protection since food and drug and cosmetic products may 
deteriorate or be deliberately adulterated or misbranded after arrival at 
a United States port. 


Shipments which have been detained and required to be exported, 
and which are offered for entry again, are seized, rather than detained, 
and in this case exportation is not permitted. Commerce between a 
foreign country and the United States is interstate commerce ™ by defi- 
nition, and the Act prohibits the interstate shipment of adulterated or 
misbranded foods, drugs, devices, and cosmetics,*® and subjects them 
to seizure.” 


The Food and Drug Administration is of the opinion that foreign 
shippers can be criminally prosecuted for deliberate violations of the 
Food, Drug, and Cosmetic Act, such as the reentry of merchandise 


which had previously been entered at a United States Port, found to 
be in noncompliance with the Act, and required to be exported. The 
Administration has recently obtained a grand jury indictment against 
a shipper in such acase. Of course, service must be made on the defend- 
ant while he is within the Federal jurisdiction. 


If, however, the shipment is found to be adulterated or misbranded, 
it is detained, and the importer is sent a copy of a Notice of Detention 
and Hearing, which requires an appearance in person or a written 
response within three days. The notice sets forth the section of the law 
it is alleged the shipment violates, and sets forth the reasons for the 
charge. If the notice remains unanswered, another copy of the notice 








% United States v. 165 Bags of Mustard * Section 201 (b), Federal Food, Drug, 
Seed, Notices of Judgment 20065 (1932). and Cosmetic Act 
United States v. 9 Barrels of Olives, 179 £5 Gao 
Fed. 983. Notices of Judgment 648 (1910). oun Gla fey oo, Seas oem 
United States v. 5 Cases of Mace, Notices rape : 
of Judgment 7619 (1945). United States v. Section 304 (a), Federal Food, Drug. 
35 Bags of Nutmegs, Notices of Judgment %"4 Cosmetic Act. 
8986 (1945). 
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marked ‘‘Second and Last Notice” is sent to the importer, and if this 
notice also remains unanswered, Form 776-a, requiring exportation or 
destruction *’ of the shipment under Customs supervision, and also warn- 
ing the importer that, if he fails to comply, he is required to return the 
goods to the Collector of Customs, failure of compliance resulting in 
action on his bond, is sent to the importer. 


The importer appears for his hearing, which is informal, and he is 
allowed to present any relevant testimony, and he may submit evidence 
of error in the government's findings, or he may ask for a postponement 
so that he can have his own analysis made, or so he can consult the 
shipper, or decide upon his course of action. Postponements are granted 
for good cause, and reexaminations are granted whenever the importer 
submits a certificate of an analysis (which reports results different from 
those of the government) from an independent, qualified commercial 
laboratory located in the United States, based on an adequate sample 
and examination, and containing certain required information—that is, 
sufficient information to identify the shipment, and detailed data on the 
sampling and examination of the sample, so that a proper evaluation of 
the work done can be made by the reviewing officer. 


Based upon all of the evidence, the shipment may be released, or 
continued under detention, or denied entry. If denied entry, the ship- 
ment is ordered exported or destroyed, as reported in the case of non- 
appearance at the hearing. Final orders of Station Chiefs may be 
successively appealed to the Chief of Eastern District, the Commissioner 
of Foods and Drugs, and to the Federal Security Administrator. Copies 
of all notices sent to importers are sent to the Collector of Customs. 


The importer, in most cases, files an application for a conditional 
release, under which he is permitted to legalize his shipment by relabel- 
ing, segregating, reconditioning, or cleaning under Food and Drug 
Administration supervision. In some cases, the importer requests per- 
mission to divert his shipment into a restricted legitimate technical use. 
Denaturing may be required, or proof of legitimate use may be required 
from the users in the form of performance affidavits from such users. 














% Whenever shipments which have been 
detained by the Food and Drug Adminis- 
tration are exported or destroyed under 
Customs supervision, bond liability is dis- 
charged and any duty previously paid is 
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Customs Regulations; also 46 Stat. 744, 52 
Stat. 1088, R. S. 161, 19 U. S. C. 1588, 5 
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The conditional release allows three months to comply with its 
terms, and, if the shipment has not been legalized or used in the directed 
manner by the expiration of that period, exportation or destruction under 
Custom supervision is ordered, failure of compliance resulting in a 
bond action. 

If, however, the work has been done satisfactorily, the shipment 
is released and the bond liability is discharged after any rejects resulting 
from the cleaning operations have been destroyed or diverted into non- 
food and drug uses under government supervision. Rejects may not be 
exported.®* If, however, the work has not been done satisfactorily, the 
shipment is ordered exported or destroyed in its entirety as previously 


described. 


Conditional releases are not provided for under the Act (nor were 
they provided for under the Food and Drugs Act of 1906), but the 
procedure was required by practical necessity and it has never been chal- 
lenged in the courts. The cost of supervision is borne by the Food and 
Drug Administration. Thus, the conditional release is not a legal right 
but is a privilege only and it is granted only in appropriate cases. Many 
shipments cannot be legalized, and applications for conditional releases 
are refused. They are not granted in cases of intentional, flagrant, or 
repeated violations. 

Violative parcel post or registered mail shipments are required by 
Postal Conventions to be returned to the sender by the Post Office 
Department.” 


At any point in the procedure just outlined, a violation may occur. 
The importer may remove his shipment from the port of entry prior 
to sampling. If he does, he is required to return it, and if he does not, 
a bond action is initiated. 


Any use of detained goods prior to release will also result in a bond 
action. This may occur on delivery to the importer, or may occur during 
or after reconditioning operations, but prior to final examination by the 
Food and Drug Administration. Bond actions are also instituted wher- 
ever the importer has or claims to have exported or destroyed whole or 
part of a detained shipment, including rejects from a reconditioning oper- 


88’ Administrative ruling. Ruling’ sus- * See Part 9, Customs Regulations, 39 
tained in Davis Milling Co., Inc. v. I. CFR, Chap. 1, Pt. 22, and also Section 
Walke Truxtun, etc. et al., Equity No. 2229 of the Postal Laws and Regulations of 
403 (DC Va. 1938). 1940. 
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ation, without Customs supervision, or whenever he has exported rejects 
from cleaning operations contrary to the terms of the conditional release. 


Violations may be discovered by either the Pureau of Customs, or 
Food and Drug Administration, and a report is immediately made to the 
other agency. The Food and Drug Administration Station summarizes 
the facts, lists former violations by the same importer and makes recom- 
mendation as to the amount of the penalty. The local collector then 
reports the case to the Bureau of Customs, which consults the Food and 
Drug Administration in Washington and then fixes the penalty. 


The Food and Drug Administration pays the importer for all sam- 
ples taken from shipments which are found to be legal on arrival and 
which are released. However, it does not pay for samples taken from 
shipments which are detained and found violative, for such shipments 
are contraband,’” and the rule extends to these samples taken after 
reconditioning or relabeling operations as a check on such operations. 


In recent years, the Food and Drug Administration has become 
conscious of the fact that some revision of the import regulations is 
desirable and is now giving considerable thought to improvements that 


should be made. 


The Food and Drug Administration receives many requests for 
copies of analyses made by it, on samples taken from imported ship- 
ments of foods, drugs, devices, and cosmetics, from importers, shippers 
and from attorneys, who desire to use them in civil suits arising out of 
detentions of parcels of imported merchandise. Such analyses are not 
matters of public record, since they are not final orders within the mean- 
ing of the Administrative Procedure Act.’ 


The Administration will, however, instruct its officers to accept 
subpoena duces tecum in certain cases. If the government has closed its 
own case and feels that disclosure of its records will not adversely affect 
the public interest or result in the disclosure of confidential matters, the 
Commissioner of Foods and Drugs will often order disclosure where 
the person seeking the information has (a) filed a written request, under 
oath, directed to the Commissioner of Foods and Drugs, setting forth 
his interest in the matter sought to be disclosed, and (b) specifically 





1 Notice to Importers of Foods, Drugs, % Approved on June 11, 1946, as Public 
Devices, Cosmetics and Caustic Poisons Law 404. 
(undated). 
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designating the use to which records or information will be put in event 
of compliance with such request. This procedure is required by regula- 
tions of the Federal Security Agency.'’” 


State Laws 


The Supreme Court has laid down the principle that state Food, 
Drug, and Cosmetic Laws cannot directly conflict with the Federal 
law,’’* but may supplement it and make additional requirements.’ In 
general, the state laws are very similar to the Federal Food, Drug, and 
Cosmetic Act. In the field of foreign imports, the Federal government 
is supreme while the goods are still in import status, but when they are 
released and become part of the common mass of property of a state. 
then they also become subject to state laws. 


Import Activities of Food and Drug Administration 


The value to the public of the control of imported products exer- 
cised by the Food and Drug Administration acting under the authority 
of the Federal Food, Drug, and Cosmetic Act cannot be accurately 
determined. An epidemic may have been prevented, many cases of 
food poisoning were prevented, possibly deaths from imported sleeping 
pills were prevented. Who can exactly say what the results were? 
Positively, though, we do know that over 6,000 illegal shipments were 
detained last year, including millions of pounds of unclean food and 
numerous shipments of misbranded and adulterated drugs and cosmetics. 
The cost to the public was trivial. The cost of enforcing the entire Act 
amounted to a little less than three cents per person for the entire year, 
the cost of import enforcement being a minor fraction of these three cents. 


The following section is a part of the Annual Report of the Federal 
Security Agency for the fiscal year, 1946. It accurately depicts the 
import activities of the Food and Drug Administration relating to unfit 
foods for that year. 


“The quality of imports was understandably lower than before the war. The 
present availability of shipping space brought merchandise from lands that have for 
a number of years been practically isolated. Excessively long storage meanwhile re- 
sulted in deterioration and contamination by rodents and insects. For example, cassia 








210 Federal Register 4789, May 2, 1945. containers of corn syrup. State act was 
3 McDermott v. Wisconsin, 228 U. S. 115 held invalid. 
(1913). State law required removal of % Savage v. Jones, 225 U. S. 501: Weigle 


labeling required by Federal Statute on v. Curtice Bros, Co., 248 U. S. 285. 
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offered for entry from the Orient has been shown to be over 6 years old and_ nearly 
72 per cent of the poundage entered was detained on account of mold, rodent excreta, 
insects, and manure contamination. In other instances there was grave deterioration 
of those controls at the source which had rendered products largely nonactionable in 
prewar years. A third reason for deterioration of quality in imports is the apparent 
eagerness of foreign shippers to rush into the American market with products prepared 
by persons inexperienced in meeting American standards, and often working with 
faulty equipment. 

“This is not the place for a tabulation of all of the examinations and detentions 
comprising the year’s import control of foods, but a few high lights will indicate its 
volume and character, and some of the problems that confronted the wharf examiners, 
a force still inadequate, despite the fact that it was doubled at New York and in- 
creased at other ports where entries have shown a heavy increase. 


“Abuses in salvaging coffee sweepings resulted in the referral of over 900,000 
pounds to the Collector of Customs for reexportation or destruction. This material 
had been gathered up from wharf floors and ships’ holds after having been stepped 
on, ground by trucks, and often mixed with all the filthy debris that can accumulate 
at a busy dock. Notice was sent to coffee importers that where substantial quantities 
of coffee spill from a bag, the portion not contaminated by contact with the floor may 
be retrieved, but that any portions that have touched the floor, been swept from 
wharves or floors or holds of ships, or coffee sweepings shipped as such from foreign 
ports will be denied entry without recourse or cleaning. In addition to the sweepings 
denied entry, a total of over 4 million pounds of Brazilian coffee was detained because 
of excessive boring by insects and live insect infestation. 

“Large quantities of manioc meal, or unrefined ground cassava root, have been 
imported from Brazil as a substitute for cereals in the production of beer and other 
fermented beverages. More than 3.8 million pounds were detained because of gross 
contamination by insects and rodent filth. 

“Detentions of cocoa beans were highest in poundage, although not in percentage 
examined. Over 16% million pounds (above 9 per cent of examinations) were de- 
tained, largely because of mold, but in some cases on account of insect infestation, 
and in Nigerian cocoa, the presence of goat manure, a condition not previously en- 
countered. Moldy and wormy condition caused the detention of nearly 1,850,000 
pounds of sweetened and unsweetened chocolate in 10-pound bars exported from 
South American countries for manufacturing purposes. Nearly 25 per cent of the 
total poundage examined was denied entry. 

“Imports of spices were nearly double the quantities offered for entry in 1945. 
As pointed out in the first paragraph of this section, many of the products had been 
in storage for excessive periods awaiting shipment. Disrupted shipping facilities 
following cessation of hostilities required further storage at intermediate points, often 
under conditions that contributed to their unfitness. Careful attention was required 
for all spice importations, as borne out by the fact that 35 per cent of the poundage 
offered for entry was detained, in comparison with 17 per cent in 1945, and an average 
of about 10 or 11 in prewar years. Approximately 1614 million pounds of spices were 
detained for mold, contamination by rodents and insects, manure, dirt, and water 
damage. 

“Other large import detentions of filthy and decomposed foods included over 
144 million pounds of nuts, comprising 4.6 per cent of the quantity examined; over 
14%4 million pounds of figs, or 27 per cent of the poundage examined; and more than 
a million pounds of dates, or 3 per cent of those examined. The date detentions 
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were at New York, where 9 per cent had been detained the previous year. This 
improvement may be attributed in part to the fact that the first shipments of dates 
reached the United States earlier than some of the commodities comprising the 1946 
imports. If other imports parallel this experience, relief in many phases of the import 
situation may be anticipated. 

“Another war-born situation that was given attention under the import provisions 
of the act was the disposition of ships’ stores comestibles. Since these food articles 
were reentering the country, they were detained as imports until suitable examination 
could be made. Many of the ships which had made their last trip and were being 
decommissioned had been in areas particularly subject to infestation, and their stores, 
if they were disposed of indiscriminately, would have contaminated sound food in 
storage in this country. The many hundreds of ships in this class brought back 
millions of pounds of foodstuffs that required examination. Recommendations were 
issued in each instance to the port steward and follow-up was maintained to insure 
proper disposal of unfit foods to prevent reentry into consumer channels. Foods con- 
demned consisted largely of products in the cereal group, such as flour, meal, and 
breakfast foods, with smaller quantities of deteriorated canned foods, shell and dried 
eggs. dried fruits, butter, and evaporated milk. Salvage of some of these items for 
animal feeding purposes was possible; others were diverted to the manufacture of 
fertilizer. . . . Under the Tea Inspection Act, 94,447,300 pounds of tea were 
examined, of which 7,466 pounds were rejected.” 

The report for 1947 has not yet been issued but it will show a 
material increase in import detentions over 1946 and the present trend 


indicates a further increase during this fiscal year (ending July 1, 1948). 


The import situation remains uncertain and confused. There are 
still three large sections of the world which have not yet resumed normal 
trade with the United States, and, if the past is any example, trouble 
in food and drug shipments from these sections wi!] be encountered when 
they are resumed. 

Conclusion 


Finally, from a review of the present Federal laws applicable to 
foreign foods, drugs, and cosmetics, we are convinced that the importer 
faces many problems and must deal with quite a number of Federal 
Agencies; that some simplification is necessary; that there is remarkably 
little duplication of effort in this field of law enforcement with one 
exception—each agency has its own sampling force, and some shipments 
are often sampled as many as three or four separate times. In the last 
analysis, one cannot escape the conclusion that the public is assured of 
a very large measure of protection. 


[The End] 
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The F-Q-R-M-U-L-A-T-1-0-N 
of Mandatory Food Standards 


« “ - H. THomMAs AUSTERN * © . . 


OT EVEN THE EXIGENCIES OF WAR diminished the 

restiveness of Americans over administrative regulation of their 

economic activities. Within a year after hostilities ceased, Con- 
gress passed the Administrative Procedure Act. designed in large 
measure to curb the arbitrary exercise of delegated Federal governmental 
powers.’ Few peacetime statutes confer such broad rule-making au- 
thority as does the Federal Food, Drug, and Cosmetic Act of 1938 in its 
sections authorizing the administrative promulgation of standards of 
identity, quality, and fill of container for practically all foods. And not 
many other enactments enjoin compliance by the triple sanction of 
forfeiture, penal prosecution, and injunction.* It is therefore not sur- 
prising that the resumption of the food standardization program had 
immediate effects. It reawakened interest in the process. It drew both 
unmerited and merited criticism of administrative policies and methods. 
Among food industry lawyers it invited a fresh scrutiny of these statutory 
provisions and what has and may be done under them. 


For these reasons, one feels less reluctant in responding to an 
invitation to continue the discussion in the Quarterly even after two 


"Mr. Austern is a member of the firm of Covington, 


Burling, Rublee, Acheson and Shorb, Washington, D. C. 


1Act of June 11, 1946, Public Law 404, 464, 48 U. S. C. 221: Fair Labor Standards 
Seventy-ninth Congress, second session. Act of June 25, 1938, c. 676, 52 Stat. 1060, 
This enactment climaxed more than a 29 U. S. C. 201. Criminal proceedings may 
decade of agitation. For an excellent bib- be brought for non-compliance with a food 
liography, see Note, 56 Yale Law Journal standard. United States v. Lord-Mott Co., 
(1947) 670. 57 F. Supp. 128 (DC Md, 1944). 

2Compare White Act for the Alaskan 
Fisheries, June 6, 1924, c. 272, 43 Stat. 
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experienced lawyers * have expounded the theory and difficulties of 
standard making, and the Secretary of the Food Standards Committee * 
has spelled out some of the current problems. Here offered for addi- 
tional criticism are some observations and tentative conclusions which 
have emerged during eight years’ activity in standardization proceedings 
under the Act. 


Illustrations are principally drawn from court decisions and from the 
food standard administrative proceedings in which the writer has partici- 
pated.’ The latter are familiar, and, besides, one naturally hesitates to 
dissect what other lawyers have done. Judicial opinions and administra- 
tive rulings are conventionally regarded as fair game for all. 


Any disinterested observer perhaps begins and ends with a feeling 
of sympathy for the group of men who function under the legalized fiction 
of the “Administrator.” * A hundred years ago, it must be remembered, 
human affairs in peacetime were largely entrusted to three ancient, if 
not equally honored, professions—the doctor, to cope with bodily ills; 
the minister, to deal with those of the soul against the day of inevitable 
failure of the doctor; and the lawyer, to deal with all other professional 
needs. To a large extent, only the lawyer presumed to practice the arts 
of government in the legislature or in the courts where rules of conduct 
were hammered out on the anvil of litigation. The administrative process, 
either of rule-making or adjudication, was virtually unknown; and the 
invidious connotations of the term ‘‘bureaucrat”’ were still undeveloped. 


Today the lawyer is only one of the many who make regulations. 
His residual and perhaps nostalgic resentment is understandable when 
one considers the intrusion into the job of government of chemists, 
bacteriologists, nutritionists, economists, sanitary engineers, account- 
ants, doctors both medical and philosophical, and many other experts. 


3 Markel, Federal Food Standards, 1 





made to adumbrate problems of general 





Food Drug Cosmetic Law Quarterly (1946) 
28: Schneider, The Hazards of Food Iden- 
tity Standards, 2 Food Drug Cosmetic Law 
Quarterly (1947) 33. 

*Callnway, Current Problems tn Formu- 
lating Food Standards, 2 Food Drug Cos- 
metic Law Quarterly (1947) 124. 

‘The apparent emphasis on canned 
foods, however, does not wholly represent 
recourse to the familiar. Of the 150 stand- 
ards of identity. 57 cover canned foods; 
and all of the quality and fill of container 
standards thus far issued embrace canned 
products alone. Throughout an effort is 
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importance to all foods. 

*The suggested fiction is not destroved 
by the assumption of one Court of Appeals 
that the Federal Security Administrator 
is obligated to read the entire record. See 
Twin City Milk Producers Ass’n v. Me- 
Nutt, 122 F. (2d) 564 (CCA-8; 1941) at 569. 
Compare United States v. Morgan, 313 U. S. 
409 (1941). However engaging this assign- 
ment might be, it is difficult to belleve that 
it is regularly accomplished by an official 
of virtual cabinet status taxed with ad- 
ministering nine major bureaus itn the Fed- 
eral Security Agency. 
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Nor does it assuage the legal discomfort to have it asserted that these 
people have a peculiar skill in making rules for their fellow men.’ Thus 
the lawyer clings to the black arts of procedure, stands adamant against 
what he calls capricious or arbitrary conduct by these interloping experts, 
and still controls, or hopes to control, the process ot judicial sanctification 
or excommunication of the administrative act. 


Whether or not warranted, this feeling perhaps underlies the re- 
actions of some lawyers to the standard making procedure under the 
Food, Drug, and Cosmetic Act and the three basic questions they imme- 
diately ask about that somewhat unique administrative process. The 
first is, “What are they doing,” i.e., is the action authorized under the 
statute? The second is often, ‘Are these fellows entitled to exercise final 
judgment,” i.e., is such wide discretion conferred? * (This is in reality 
a doubt as to whether an administrative expert is better qualified to make 
rules than any one else, and paradoxically derives support from the 
Jacksonian theory that anyone who can read and write is equally compe- 
tent to govern.) The third question is, “Have they acted properly,” or 
according to “due process,” or Section 701 of the law, or within the 
confines of the Administrative Procedure Act? This is the more subtle 
and important inquiry. It may well become the Achilles heel of the proc- 
ess, whether it is disguised as an inquiry into “reasonableness” or the lack 
of “substantial evidence,” or put as the plainer charge of being arbitrary 
and capricious. 


Yet when the lawyers retreat and admit that the art of expertise is 
perhaps a legitimate mode of government,’ they must be struck by the 
difficulty of the issues these chemists and bacteriologists and other 
administrative experts have to resolve. It is, of course, no secret that 
the real questions in formulating food standards are not scientific or 








ministrator, and not the court or jury. 
must determine the question.’’ Markel, A 
Postscript to the Papers of the Second An- 


*Compare Jackson, J., dissenting in Se- 
curities Exchange Commission v. Chenery 











(U. S. Sup. Ct., Oct. Term 1946, No. 81, 
1947): ‘‘The Court’s averment concerning 
this order that ‘It is the type of judgment 
which administrative agencies are best 
equipped to maKe and which justifies the 
use of the administrative process’ .. . is 
sustained by reliance on that disregard of 
law which enemies of the process have 
always alleged to be its principal evil.’’ 

® For Mr. Markel, this is the touchstone 
for resolving most legal questions relating 
to standard making, i. e., that ‘“‘the Ad- 
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nual Meeting of the Section on Food, Drug 
and Cosmetic Law, 2 Food Drug Cosmetic 
Law Quarterly (1947) 225. But compare 
Coleman, J., in United States v. Lord-Mott 
Co., 57 F. Supp. 128 at 130 (DC Md. 1944). 

® Professor Laski has some doubts about 
giving experts the power of ultimate deci- 
sion. Laski, The Limitations of The Ex- 
pert, 162 Harper’s Magazine (1930) 101. 
reprinted in Gellhorn, Administrative Law 
(1947) 60. 
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technical but ultimately economic and political.’ In their earlier papers, 
Messrs. Markel and Schneider agreed that public health and safety 
are not concerned in a standard of identity, quality, or fill of container 
for a food product. The statutory guide of “promoting honesty and 
fair dealing in the interest of consumers” involves what the latter terms 
‘fraudulent practices” and the former denominates “abuses of the con- 
sumer's pocketbook"’ and the promotion of “methods of fair compe- 
tition.” ™ 


The real difficulty lies deeper—in the Congressional attempt to 
ordain adherence to unregulated competitive enterprise and at the same 
time to confer wide administrative discretion to regulate under the vaguest 
of statutory standards. The lawmakers in debate and report subscribed 
to the familiar article of political faith that free and rugged competi- 
tion was worth-while; and insisted that the rules always be “reasonable” 
enough to permit the continued play of competitive forces. Yet they 
finally legislated that economic standards can be administratively pre- 
scribed closely enough to outlaw Farina enriched in one way but not 
in another.”* The “priceless ingredient” in an individual brand name is 
to be recognized, but at the same time the administrative experts must by 
reasonable rules somehow separate the commercial sheep and goats. 


Within this sensitive and explosive economic area, the collective 
group serving the Administrator must act, as Mr. Markel suggests, to 
‘‘weigh and balance consumer and industry interests’ according to the 

















” An economic judgment remains one, 
no matter how much technical clothing it 
wears. How to determine the fat or mois- 
ture content of cheese, or the specific 
gravity of tomato puree, are _ technical 
questions. Where to put the permissible 
level of moisture, or what label name to 
prescribe for a product, or whether a 
cheaper ingredient may be substituted for 
a more expensive one, are questions largely 
answered by economic judgments. With 
all deference, one need not be a chemist or 
bacteriologist, and might even be a lawyer, 
in order to exercise judgment as to what 
will ‘‘promote honesty and fair dealing in 
the interest of consumers."’ It is because 
these are not objective technical questions, 
but rather issues as imponderable as any 
in the field of government, that their reso- 
lution is often so difficult. 

1 Schneider, The Hazards of Food Iden- 
tity Standards, 2 Food Drug Cosmetic Law 
Quarterly (1947) 35; Markel, Federal Food 
Standards, 1 Food Drug Cosmetic Law 
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Quarterly (1946) 29. ‘‘Honesty and fair 
dealing in the interest of consumers is 
closely related to the regulation of unfair 
competition.’’ Callaway, Current Prob- 
lems in Formulating Food Standards, 2 
Food Drug Cosmetic Law Quarterly (1947) 
138. 

% Compare the language of the Senate 
report of 1935 and the Presidential message 
of March 22, 1935, advocating new legisla- 
tion: The former recited that, ‘“‘The oper- 
ation of this provision [standard making] 
will in no way interfere with the marketing 
of any food which is wholesome but which 
does not meet the definition and standard 
. . . Senate Report 361, Seventy-fourth 
Congress, first session, March 26, 1935, p. 
11. The latter insisted that, “‘Only the 
scientific and disinterested activity of gov- 
ernment can protect this honor of our 
producers and provide the possibility of 
discriminating choice to our consumers.”’ 
House Document 142, Seventy-fourth Con- 
gress, first session, p. 1. 
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statutory prescription. Of course, unless the rule prescribed is meaning- 
less, it operates to restrict somebody. It hits his pocketbook and usually 
his pride. His injury is often a matter of arithmetic—and sometimes is 
backed by a business history of product acceptance—whereas the con- 
sumer benefit may be only a matter of the government expert's judgment. 
Yet few concern themselves with polemics about bureaucracy, and apart 
from the heat of a particular controversy most will readily grant that 
better or more devoted public servants than those in the Food and Drug 
Administration are seldom found. The businessman's candid, “That's 
their job,” is usually the final comment and unconscious praise. 


Still the task of deciding these subtle issues is not easy—even when 
carried on behind the semantic curtain of an ultimate Administrator. It 
requires a high degree of objectivity and a profound sense of judgment— 
no matter how skillfully the buttressing findings and conclusions may be 
drawn. It must be wholly free from personal bias and political or eco- 
nomic predilection—which is a lot to demand of any human being. 
Objectively viewed, the work these men must do should evoke an under- 
standing sympathy as well as the legal scrutiny which it so often attracts 
and which this paper continues in the old tradition. 


One final introductory caveat seems desirable: Any one individual's 
generalizations, limited by the horizons of his own data and experience, 
are apt to be unreliable. Inevitably they reflect and emphasize only those 
things which have loomed large to him, and may unconsciously be 
only a caricature of the real picture. 


I 


. a reasonable definition and standard of 
identity...” 


Much of the litigation and a large part of the criticism of the food 
standardization program flowed from the apparent failure of many to 
appreciate at the time the law was enacted in 1938 what the effect of a 
standard of identity might be. It was generally understood that to 
“promote honesty and fair dealing in the interest of consumers” ** the 
Administrator could promulgate “for any food . . . a reasonable definition 





% This phrase originated in the McNary- foods alone. Its history and relation to 
Mapes Amendment of 1930, authorizing the 1938 Act are examined in Part II. 
minimum standards of quality for canned 
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and standard of identity” as Section 401 provided. In doing so, he would 
use “the common or usual name so far as practicable.’ The identity 
standard would afford a yardstick against which economic adulteration 
could be measured. In all likelihood, many believed, only a few of the 
simpler foods, such as canned vegetables, would require a standard of 
identity, or minimum quality, or fill of container. All other foods, partic- 
ularly manufactured products, would be required by Section 403(i) 
merely to list their ingredients. For many this view was buttressed by 
the reference in Section 403(i) to ‘fabricated’ foods. 


Startling to this group was the scope of the standardization program 
reaching at an early date such products as fruit cocktail, cocoa derivatives, 
cheeses, macaroni, self-rising flour, and even bread. Novel seemed the 
notion that the enrichment program might make two foods exist and 
require two standards instead of one—leaving some products unanchored 
to either standard. More important was the realization that authority 
to prescribe both the ingredients and the label name of a food—for basic 
and so-called optional ingredients alike—could have important economic 
impact on those who manufactured the product or supplied its ingredients, 
as well as upon their competitors. Even today there may be manufac- 
turers in the food industry who remain unaware that this program can 


include their products. 


But most provocative was the view, early advanced, that under this 
Act the promulgation of a standard of identity could mean (1) that a 
food product truthfully and informatively labeled might still be outlawed 
because it did not conform to the standard; and (2) that the inclusion 
of a wholesome and indeed beneficial ingredient in a standardized food 
might be forbidden. These results flowed from the interpretation of one 
paragraph of the misbranding section which was said to mean that any 
product which to the consumer looked like and tasted like, or was other- 
wise indistinguishable from, the standardized food would be misbranded 
if it failed to conform to the standard. But whereas other types of mis- 
branding could be remedied by proper branding and labeling (or perhaps 
reforming or refilling the package), this kind of misbranding was incur- 
able; the product could never be lawfully sold no matter how labeled." 


™ Except for the as yet undetermined 
possibility of export sale pursuant to Sec- 
tion 801 (d). 
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As a necessary corollary, once a standard is established, no newly de- 
veloped ingredient can be added nor can any change in composition, 
however desirable, be made without further administrative action. 


This concept of “exclusive appropriation” of a name to a product 
whose composition is fixed by Federal regulation—and cannot be varied 
except by further regulation—is the source of many of the diatribes 
directed at these provisions of the Act. It likewise underlies the legal 
attack and public criticism of the process. This is variously expressed 
as fear that food standards may freeze the processing art, stifle research, 
or lay the dead hand of bureaucracy on progress in the food industry.'* 


Yet cold analysis of the statute enacted nine years ago suggests 
that on the two basic issues—the irrelevance of adequate labeling on 
whether a food not conforming to the standard can be sold; and the 
propriety of excluding a wholesome ingredient at the outset and all new 
ingredients not initially recognized—the Food and Drug Administration 
has only carried out the Congressional mandate. Perhaps of greater 
significance is the record of judicial approval. Brief analytical review of 
both points is still warranted. An understanding of how far the basic 
authority extends is necessary background. It emphasizes the importance 
of the limitations and procedural safeguards which elsewhere appear in 
the statute; and it makes appropriate those criticisms, made by friendly 
critics, which administrative officials possessed of such wide powers ought 
to welcome. 


A. The “Exclusive Appropriation” Concept 


Frequently, as Mr. Justice Frankfurter has suggested, it is necessary 
to fashion “‘a mosaic of significance out of the innuendoes of disjointed 
bits of statute.” ** Both the labeling issue and exclusion of ingredient 
question turn on the meaning of Section 403(g). This prohibits the sale 
of any foed which “purports to be” or “is represented as” the standard- 
ized food and does not conform. If Farina With Added Vitamin D could 
be considered neither as purporting to be nor represented as standardized 
Farina, and thus could be lawfully sold, it would make no difference 


% See Peters, Are Food Standards Assets quotes Cardozo’s remark that ‘‘the mean- 
or Liabilities?, 18 Food Industries (1946) ing of a statute is to be looked for, not in 


1180, 1316. any single section, but in all the parts 

% Frankfurter, Some Reflections on the together and in their relation to the end in 
‘Reading of Statutes, 47 Columbia Law Re- view."' Panama Refining Co. v. Ryan, 293 
view (1947) 538. Mr. Justice Frankfurter U. S. 388, 433, 439 (1935). 
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whether Vitamin D by itself was or was not recognized as a permitted 
optional ingredient in Farina.‘’ The narrow question is what effect 
Congress intended Section 403(g) to have.'* If it is only another means 
of securing truthful and informative labeling, any food of any composi- 
tion may lawfully be sold if properly labeled, even though it looks like the 
standardized food and tastes like it. 


The early approach was by way of legislative history and only 
occasionally by examination of what the statute said. So often was the 
legislative paternity explored, that what was reasonably clear from the 
text of the Act sometimes became obscured. The usual argument (inci- 
dentally well founded in much that had been said by some at the legisla- 
tive hearings) was that the fundamental purpose of an identity standard 
was to provide a yardstick against which ecomonic frauds could be 
measured. These are prohibited in Section 402(b) and embrace the 
omission of a valuable constituent, the substitution of a poorer ingredient, 
the concealment of inferiority, or any manipulation of a food which may 
“reduce its quality or strength, or make it appear better or of greater 
value than it is." Obviously, such prohibitions derive meaning only when 
measured against some standard, and to this extent the argument is 


valid. 


Yet if this were all that standards of identity promulgated under Sec- 
tion 401 were intended to accomplish, there would have been little need 
for Section 403(g). With a standard promulgated, economic frauds of 
the type interdicted in Section 402(b) would have been adequately 
covered. 


Nor is there any doubt that practically all types of label misrepre- 
sentation could have been dealt with under the misbranding section 
without recourse to subsection (g). Any labeling which is false or mis- 
leading in any particular is prohibited. (Sec. 403(a).) <A food offered 
for sale under the name of another food is misbranded. (Section 403(b).) 








“It is only fair to report that this ques- % The issue is seldom so nakedly posed. 
tion was not always clear to those who More frequently there is discussion of the 
administered the Act. In one of the earli- basic purposes of the law in somewhat gen- 
est standard hearings, that on Canned eral terms. Usually this is to the effect 
Peas, evidence on the use of artificial color- that the adulteration provisions are to in- 
ing as an optional ingredient was at first sure proper sanitation, the misbranding 
refused admission on the ground of irrele- provisions to safeguard honesty in market- 


vancy. The hearing officer thought that ing, and the standard provision to insure 
artificial coloring might be added to any the integrity of food products 

standardized food. This view was changed 

prior to the close of the hearing 
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And even physical simulation—a food which looks like or tastes like the 
standardized food but does not conform to the standard—was probably 
comprehended in the requirement that a food which imitated another 
food had to be labeled ‘‘imitation.”’® 


The significant thing is that Section 403(g) went further. Congress 
banned the sale of any food which “purports to be,”’ as well as one which 
was ‘represented as,” a food for which a definition and standard of 
identity has been prescribed if the product did not conform to the stand- 
ard. The dichotomy between “purports to be’ i.e., which simulates, 
and “‘represented as,”’ i.e., mislabeled or presented as, is not sharply 
drawn. Each of these phrases must be given meaning: A food which does 
not conform to the standard can be “represented as” the standardized 
food either because it is so labeled, or possibly even because it looks 
like the standardized food and is in practice substituted for it.*° Similarly, 
a food can ‘purport to be” the standardized food either because it is so 
labeled or because it closely simulates the standardized food in appear- 
ance. The point is nicely illustrated in the Tomato Catsup case,*' where 
two courts concluded that “Tomato Catsup With Preservative’ was 
labeled so as to be represented to be catsup, was physically indistinguish- 
able from the standardized food catsup, and was in fact accepted by 


consumers as catsup. 


Necessarily, if the Act aimed only at labeling, the prohibition of the 
sale of one food under the name of another in Section 403(b) might have 
sufficed. And careful and adequate labeling, with sufficient information 
to convey truthfully the actual differences, might have avoided misbrand- 
ing. Likewise, if simulation alone was deemed undesirable, the require- 
ment of labeling as ‘‘imitation’’ would have answered the need.” 





” The departure from the standard would 
have had to be less in degree than those 
prohibited as adulteration under Section 
402 (b), and presumably could have been 
adequately disclosed by labeling as an 
‘Imitation”’ with disclosure of ingredients. 

*” The term ‘‘label,’’ under Sections 201 
(k) and (m), must be taken to include both 
what is displayed on the container or 
wrappers and any literature accompanying 
the nackage. 

21 Libby, McNeill & Libby v. United 
States, 148 F. (2d) 71 (CCA-2; 1945), af- 
firming 55 F. Supp. 725 (DC N. Y. 1944). 
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22 This is not wholly to disregard the in- 
firmities of the old advisory standards 
under the 1906 Act or the breaches which 
the ‘‘distinctive name’’ provision in the old 
law made in the regulatory wall. The lat- 
ter difficulty in great measure was reme- 
died by Section 403 (i) requiring listing 
of ingredients and the designation of the 
common or usual name on unstandardized 
foods. The fact that ingredients in a stand- 
ardized food may by regulation not be 
listed contributes to the force of the sug- 
gested analysis of the entire Act. 
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Either there was unnecessary overlapping and unbelievably in- 
artistic draftsmanship, or Congress in Section 403(g) was seeking to do 
more. Legislative tautology generally cannot be, and in this instance has 
not been, accepted. The standards of identity were intended to answer 
some purpose beyond that of ensuring truthful and informative labeling.** 
Thus, on the face of the statute, and from a consideration of its entire 
text—without resort to the supposed revelations of legislative history — 
the conclusion is compelled that a standard of identity aims at what a 
Government witness once called in a hearing “fundamental deceptions 
[not] correctible by any form of label statement.” ** As Mr. Callaway 
has put it: ‘Basically, this purpose, in the case of definitions and stand- 
ards of identity, is to assure the consumer of obtaining a worth-while 
article without the necessity of studying and interpreting the labeling 
to find out what is being purchased.” *° 
. To escape momentarily from the confines of the statutory text, 
this amounts to saying that in formulating a standard of identity the 
Administrator may with propriety assume that people do not read labels 
—that administrative action ‘to promote honesty and fair dealing in the 
interest of consumers” may proceed on the basis that these portions of 
the Act are designed ‘‘to protect the public, the vast multitude which 
includes the ignorant, the unthinking, and the credulous who, when 
making a purchase, do not stop to analyze.” *° If this is correct, then 
perhaps some reorientation of thinking about what the statute does or 


lose most of their 
meaning If the product containing in- 
gredients A, B, C, and D were standardized 
as ABCD, and yet other ingredients could 
be added, with the label ABCD With X and 
there would have been little need to be 
with optional ingredients. The 


23 Another instance of the interrelation of ingredients’’ would 
statutory provisions can be found between 
Section 403 (h) (2), requiring conformance 
to a standard of fill of container, and Sec- 
tion 403 (d), which makes misbranded any 
food whose container is so made, formed A 
or filled as to be misleading. To enforce concerned 


Section 403 (d), a standard of fill is desir- only effect might have been that recogni- 
able though not essential. With a stand- tion of X and Y as optional ingredients 
ard of fill, Section 403 (d) might have been might have eliminated label reference if 


thought sufficient. Yet Section 403 (h) (2) the Administrator permitted. In practice, 


contains the additional prohibition against 
violation of the fill of container standard. 
Compare Interpretation On Large Canned 
Oysters, February 3, 1947, CCH Food Drug 
Cosmetic Law Reports § 7036. 

* See Land O’ Lakes Creameries v. Mc- 
Nutt, 132 F. (2d) 653 (CCA-8; 1943) at 
656. Were it necessary to pursue the argu- 
ment, it could be urged that unless Section 
403 (g) means exclusive appropriation of 
a name to products of specified composi- 
tion, the references in the Act to ‘‘optional 
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this is rarely permitted except for minor 
ingredients which facilitate processing. 

* Callaway, Current Problems in Formu- 
lating Food Standards, 2 Food Drug Cos- 
metic Law Quarterly (1947) 138. 

2 United States v. 62 Packages, 48 F. 
Supp. 878, 887 (DC Wis. 1943). One cannot 
assume that the consumer has access to 
the Federal Register and can determine 
what the standard prescribes. Moreover, 
it is doubtful whether standard drafting 
has reached this level of lucidity. 


Page 541 








does not authorize may be necessary, and closer examination of what is 
done and how it is done, rather than the ultimate purpose to which it 
relates, will be warranted. 


Any further legal argument seems foreclosed by the Supreme Court 
decision in the Quaker Oats case." Despite almost ten years of debate 
about legislative history, and abundant resourcefulness by participating 
counsel, it is now clearly settled that the wholesomeness or beneficial 
character of any excluded ingredient, or the ease or difficulty with which 
labeling might reveal differences, is not controlling in administrative 
standard making. The Supreme Court has said that in Sections 401 
and 403(g) the purpose of the Act 


‘was not confined to a requirement of truthful and informative labeling’ . 


but was to 


“reflect a recognition by Congress of the inability of consumers in some cases to 
determine, solely on the basis of informative labeling, the relative merits of a variety 
of products superficially resembling each other”. 


Moreover, the Court rejected the views of a lower court that the sale 
of a standardized product, Enriched Farina, ‘“‘whose labels were not 
required to disclose their ingredients,” might be indeed more confusing 
than a product labeled Farina Wheat Cereal Enriched With Vitamin 
D whose ingredients were fully disclosed by “an accurate and informa- 
tive label.” ** On the question of what may confuse the consumer, the 
courts cannot substitute their judgment for that of the Administrator 
where there are the requisite findings based on substantial evidence. 


Thus the Administrator may by a standard of identity go so far as to 
exclude a harmless or even beneficial ingredient where he concludes that, 
despite truthful and fully informative labeling, doing so will promote 
honesty and fair dealing for consumers. The result is that the product 
cannot be lawfully sold if it so closely simulates the standardized food 
as to permit confusion or passing off or substitution. Yet, though this is 
the ambit of his authority, the Administrator's discretion in reaching a 





Federal Security Administrator  v. branding can be avoided by proper brand- 
Quaker Oats Co., 318 U. S. 218 (1943). ing or labeling or repackaging. Yet a food 
8318 U. S. at 226, 230-31. Of course, the misbranded under Section 403 (g) cannot 
paradox remains that Section 403 (g) is be sold at all. Compare Barnard v. Carey, 
part of the misbranding provisions. As far 60 F. Supp. 539 (DC Ohio 1945). 
as one can tell, any other charge of mis- 
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result is not completely unfettered. There are both substantive limita- 
tions and procedural safeguards which must be examined.” 


The substantive safeguards derive from a combination of the words 
used in the authorizing language of Section 401 and the transcendental 
adjective “reasonable.” For example, to promote the objective of 
“honesty and fair dealing” a standardized food is to be named—and 
Section 403(g) requires that such name be used on the label—but the 
“common or usual name” must be selected “so far as practicable."’ °° As 
will be seen, there is no complete liberty for administrative rebaptism of 
foods. The regulation for identity purposes must be both a “definition 
and standard of identity," which has important bearing on how far it 
can depart from prevalent commercial practice. There is likewise a 
curious language difference in the use of “any food”’ in the first sentence 
of Section 401, and ‘‘any food or class of food” in the authorization of 
“optional ingredients’ in the fourth sentence—which was once thought 
to have important bearing on how many different products might be em- 
braced in one standard. These substantive limitations are necessarily 
stated in general terms but still have considerable value. But paramountly 
every regulation must be ‘‘reasonable.”’ 


In practice, reliance on particular statutory language and questions 
as to reasonableness merge in determining specific issues. Some of the 
more usual lines of inquiry may be reviewed. They may prove revealing 
to those who have not run the gamut of standard making. 


B. Common or Usual Name 


under its common or usual name so far 
as practicable.” 


In a now famous brief, a trademark lawyer once pointed out that 
there is no gold in Gold Dust Flakes, no ivory in Ivory Soap, and no 





in standardizing canned vegetables and 
canned fruits ‘‘due consideration’’ must be 
given to varietal differences; that a fill of 








2 See Markel, Federal Food Standards, 
1 Food Drug Cosmetic Law Quarterly 
(1946) 33 The procedural safeguards of 








Section 701, as well as administrative prac- 
tice with respect to hearings, findings, and 
the requirement of substantial evidence, 
are considered in Part III. 

” There are also limitations of specific 
application, such as the requirement that 
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container standard for natural foods must 
take account of natural shrinkage in transit 
and storage; and that for certain frults 
only maturity and the effect of freezing 
can be measured 
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cream in Cold Cream or in Cream of Wheat. In the formulation of 
food standards to date, there has been exhaustive inquiry into like ques- 
tions. These arise in the initial task of determining the common or usual 
name of the food which is being standardized. In many instances, well- 
established names have been challenged as deceptive. Should Cream 
Style Corn be rebaptised and required forever after to be called Crushed 
Corn? Should Golden Corn from the Golden Bantam varietal family 
be rechristened Canned Yellow Corn? Must Whole Beans packed with 
the ends cut off and long known to the trade as Asparagus Style be re- 
labeled as Vertical Pack; and Whole Beans not packed vertically be 
distinguished and for the first time called Jumble Pack or Green Beans 
Packed Without Arrangement? How far may the Administrator go in 
inventing new ‘common or usual” names for food or in legally effecting a 
change in name for established food products? 


The requirement that a food must be standardized under “its com- 
mon or usual name so far as practicable’’ was inserted in response to a 
curious and belated apprehension on the part of the food industry. On 
August 19, 1937, the House Committee agreed upon a new form of bil}, 
and Representative Lea made the approved draft public to secure the 
“advantage of any construtive criticisms.’ At the time Section 401 did 
not contain this limiting phrase.*! During informal discussions of this 
draft between August 1937, and January 1938, fears were expressed 
that in specifying a name in any standard of identity —which name would 
thereafter become mandatory for label use—the Administrator might 
select either a formidable technical name or some name other than that 
by which the particular food was currently known to the consumers and 
the trade. 


At first it was thought that such fears were groundless and that 
further amendment was unnecessary because no administrative officer 
would resort to technical terminology or require strange color designa- 
tions or unfamiliar descriptions for methods of pack or preparation, which 





%iSee Senate 5, Seventy-fifth Congress, third Congress, second session, introduced 
first session, House Report Committee on January 4, 1934, Section 11 of which 
Print No. 3, August 19, 1947, p. 15, and prescribed that ‘‘standards of quality shall, 
Statement By Representative Clarence F. as far as consistent with public interest, 


Lea. There had been an earlier echo of follow prevailing trade nomenclature."’ 
the problem in Senate 2000, p. 16, Seventy- 
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were not in prevailing use. It was suggested that if any regulation so 
provided, it would be clearly unreasonable.** 


As often happens, a vivid if farfetched illustration carried the day. 
Someone suggested that a regulation might specify that Evaporated 
Milk be labeled as Concentrated Bovine Lacteal Fluid! Congressional 
representatives, hastily appeaied to, agreed that the intention was to 
prescribe only names in historical and current consumer and commercial 
use. The language ‘under its common or usual name” was therefore 
added to avoid any future misunderstanding. But it was likewise clear 
that a particular food might have more than one name widely used and 
known in different parts of the United States, and therefore the pre 
scribed limitation in naming a food by ‘its common or usual name” might 
impose an impossible task upon the administrative officials. Accordingly, 
the additional phrase ‘‘so far as practicable” was added so as to authorize 
alternative or regional synonymous names where the evidence disclosed 
the necessity for them,** or where the record showed some recently de- 


veloped name to be plainly deceptive. 


In a nation occupying most of a continent, regional differences in the 
names of common foods are frequently encountered. What is a roll or a 
bun is a matter of geography. In most instances, recognition that Lima 
Beans are also called Butter Beans, that Tomato Puree is the same as 
Tomato Pulp, that Ketchup is synonymous with Catsup, that Red Sour 
Cherries are frequently known as Red Tart Cherries, was not difficult 
to secure. But in other cases, the only human disposition on the part of 
administrative officials to pick a new and better name for a food product 


The view of those who thought a fur- Seventy-third Congress, first session, June 
ther limiting amendment was unnecessary 6, 1933, Section 7 (f) (2) In Section 403 
as a lega] matter was based in part upon (g), where the label was required to bear 


the obvious Congressional intent expressed the ‘“‘common names’’ of optional ingredi- 
in the section and the assumed unlikelihood ents when the regulation so required. This 
of any administrative intent to exceed it. limitation had been in the bill since the 
and in part upon other references in the concept of optional ingredients had been 
bill to ‘‘common or usual name.”” For first introduced in January, 1935. (See 
this phrase in substantially similar form Senate 5, Seventy-fourth Congress, first 
at that time, in August 1937, appeared in session, January 4, 1935, Section 302 (g).) 
two other sections: (1) In Section 403 (i). 33 As thus revised, the limiting language 
relating to unstandardized foods where the was unanimously added in the next draft 
packer was required to use on the label as approved and reported to the full com- 


‘‘the common or usual name of the food, mittee See Senate 5, Seventy-fifth Con- 
if any there be.’’ This explicit limitation gress, first session, House Report Commit- 
on the naming of a food by the manwufac- tee Print No. 4, March 5, 1938, p. 16. In 


turer had been in the bill since June 1933, this form it was left unchanged and finally 
when it first appeared in Senate 1944 enacted. 
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has resulted in prolonged hearings and occasionally extensive briefing.*' 
Frequently, argument and cross-examination centered on the use of 
customary adjectives, and even in retrospect it is difficult to believe that 
the entire weight of the administrative process was brought to bear on 
the question whether French Style Green Beans should instead be called 
Shoestring. Frequently, both sides sought to make a fortress of the 
dictionary. In most instances, however, these weighty questions were 
resolved by including the real name along with the desired regulatory 
nickname. 


Yet that nomenclature may have serious commercial consequences 
is evidenced by the prolonged Cream Cheese controversy.*® Here a 
difficult problem of standardization was resolved by creating two prod- 
ucts, Cream Cheese and Neufchatel Cheese, where one product was said 
to have previously existed commercially. The objecting seqment of the 
industry insisted that Neufchatel did not identify their product, that it 
was foreign sounding and not easy to pronounce, and that it had fallen 
into consumer disrepute and dislike because of an inferior product for- 
merly marketed under that name. Even though the reviewing court found 
substantial evidence to support the administrative choice, it suggested 
that the commercial disrepute Neufchatel had suffered was not partic- 
ularly significant. In another instance, the judicial rejection of the 
contention that a required label name, Skim Milk, was arbitrary ar 
unreasonable because it tended to create a derogatory impression in 
the public mind ** was followed by resort to Congress and resulted in the 
Dry Milk Solids Act of March 2, 1944.°7 While this method of dealing 
with standards may not readily be available and probably is not apposite 
to a discussion of the statutory procedure, it at least evidences the 
importance of the question as to what a product is to be called in the 
prescribed standard of identity. 


_ 


1 
i 


Another facet of this same problem has arisen out of the enrichment 
program and may continue to cause difficulty. The findings underlying 
the regulation examined in the Quaker Oats case recite that the fully 


% Twin City Milk Producers Ass’n v. 
(2d) 396 (CCA-8; 1941). 





“In many cases, an admitted process of 








redubbing was involved, since no evidence 
of previous use of the suggested name was 
available. In other cases, an odd label 
which had come to light proved entirely 
too attractive. 

% See Columbia Cheese Co. v. 
137 F. (2d) 576, 579 (CCA-2; 1943). 


McNutt, 
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McNutt, 123 F. 
* c. 77, 58 Stat. 108. It is interesting to 
note that the Congressional Committee ac- 
cepted evidence that the word ‘‘skim’’ was 
a psychological barrier to better nutrition 
and as a name was not honest. See CCH 
Food Drug Cosmetic Law Reports { 395. 
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enriched product had not acquired a common or usual name, and that 
an accurate designation would be Enriched Farina. In the light of the 
Supreme Court's observation that the “exercise of the administrative 
rule-making power necessarily looks to the future” (318 U. S. 228), it 
seems likely that for newly developed products, administrative selection 
of label names will be upheld if some witnesses, preferably consumers, 
can be found to endorse them. 


In all likelihood, so long as the standardization program deals only 
with the more common staple foods, even though fabricated, this issue 
of proper nomenclature is not likely to become acute. But to the degree 
that the program extends to so-called proprietary fabricated foods, where 
the name of the product represents a commercial selection, backed by 
extensive advertising and good will, the problem may assume more 


formidable proportions. 


C. Inclusion and Exclusion of Ingredients—Optional Ingredients 


The task of naming a food is inseparable from that of determining 
its composition for identity standard purposes. Canned Peaches are 
packed from four varietal groups and may be prepared as peeled or 
unpeeled whole peaches, peeled or unpeeled halves, quarters, sliced, diced, 
or mixed pieces. Sometimes extra heavy syrup, heavy syrup, light syrup, 
or simply water is used as a packing medium; these syrups may be 
prepared from fruit juice or water or both; they may be made from cane 
and beet sugar or part dextrose. Many canned fruits and vegetables 
follow the same pattern. There are Eastern or Cove Oysters and Pacific 
Coast Oysters. An Egg may be only an egg—and a formal decision so 
holds—yet there are five forms of prepared eggs, i.ze., Liquid Whole Eggs. 
Frozen Whole Eggs, Dried Whole Eggs, Liquid Egg Yolks, and Dried 
Egg Yolks. Examples might be multiplied throughout the field; and like 
variations in form of preparation, packaging, addition of particular in- 
gredients, and combinations of ingredients are familiar in the food 
industry. Are these separate foods, or merely variant forms of the same 
food? Does the same food—with the same label name—become a dif- 
ferent food because differently prepared or packaged? Is the addition 
of a single ingredient, e.g., color, preservative, emulsifier, or enriching 
vitamin, to be permitted as an ‘‘optional ingredient’’—and merged in the 
prescribed name—or to be forbidden because it makes a legally different 
food? 
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Whether the standard of identity covers a single food, e.g., Liquid 
Whole Eggs, or an entire class of foods, e.g., Canned Vegetables, is 
for many purposes academic, and largely a question of administrative 
convenience. Any number of separate foods, for example, may be con- 
sidered in one hearing.** But in particular cases, the structure of the 
standard—and whether it comprehends one product or a whole group 
of products— may be important. The separation of Farina and Enriched 
Farina into two separate foods, with mutually exclusive multiple ingredi- 
ents, had important consequences. The structure of the standard may 
control the reasonableness of excluding a particular ingredient. It may 
affect the validity of applying a contested measure of identity to dif- 
ferent things which appear superficially similar. Or it may, as will be 
seen, bear on the question whether the same food can be treated as two 
different foods because there are two ways of manufacturing it. Con- 
sideration of both theory and administrative practice on these issues 


is worthwhile. 


Analytically, the preferable approach is by way of the statutory 
text. After authorizing a standard of identity for “any food,’ Section 
401 provides that 


“In prescribing a definition and standard of identity for any food or class of food in 
which optional ingredients are permitted, the Administrator shall, for the purpose of 
promoting honesty and fair dealing in the interest of consumers, designate the optional 
ingredients which shall be named on the label.’ 


* For example, all flour and related January 4, 1935, Section 302 (g), provided 





wheat products were heard together, even- a somewhat indirect authorization for the 
tuating in 16 separate standards. In 1939, inclusion of optional ingredients in any 


a hearing to consider a standard for Mixed standard of identity. See Senate 5, Sev- 
Vegetables resulted eventually in a single enty-fourth Congress, first session, Section 
standard (or separate standards?) for 43 302 (g). pp. 6-7. Where a definition and 
vegetables, and no standard for mixtures. standard of identity had been prescribed, 

”" This authorization was a late addition this section required that the food con- 
to the bill. The necessity for standards of form to, and that its label bear the name 


identity, the corollary requirements of Sec- prescribed in, the standard “and if so re- 
tion 403 (g), and the importance of re- quired by such regulations when such defi- 
quiring ingredient disclosure for foods nition and standard permits optional 
which had previously been exempted under ingredients other than spices, flavors, and 


the ‘‘distinctive name”’ provision of the old coloring, the common names of such op 
law, were extensively canvassed from the tional ingredients as are present in such 
beginning of Congressional consideration. food.’ This rather backhanded way of au- 
See, e. g.. Hearings on Senate 1944, Senate thorizing the inclusion of optional ingredi- 
Committee on Commerce, Seventy-third ents in a standard was left unchanged until 
Congress, December 7 and 8, 1933, p. 35 1937. At that time the Senate Committee 
et seq. But the concept of an ‘‘optional replaced the word ‘‘and’’ with the word 
ingredient’ in a definition and standard of “‘or’’ (see Senate 5, Seventy-fifth Congress, 
identity first appeared in January, 1935, first session, Senate Report No. 91, Feb- 


after two years’ Congressional considera- ruary 15, 1937, p. 22), but when the Dill 
tion of new food and drug legislation. Sen- reached the House, the House Committee 
ate 5, introduced by Senator Copeland on immediately restored the ‘‘and’’ (Senate 5, 
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This language must be read together with the last phrase of Section 
403(g), which specifies that the label of any standardized food shall 


bear 


“insofar as may be required 
in such food.” 


the common names of optional ingredients present 


Taken together, these two sections clearly authorize the inclusion in a 
single standard of two or more food products containing the same 
basic ingredients but differing in the presence of one or more optional 
ingredients. The controlling phrases appear to be 


“class of food” —class meaning to have the same basic ingredients and general identity; 


“optional ingredients” —substances not essential to identity or not always present, but 
which in ordinary commercial practice are sometimes present and sometimes absent 


and 


“permitted’’—which means that, though optional, such ingredients may be included in 
the standard, with or without separate label identification as the Administrator de- 


termines. 


Of course, thé Administrator may treat each food product within 
the class *° as a separate food and establish separate standards after 
separate hearings. But the broader authority for considering in one 
standard an entire group of products—having common ingredients and 
occasional additional ingredients— was necessary for at least two reasons: 
first, it afforded a desirable administrative shortcut under an otherwise 


Committee Print No. 1, Seventy-fifth Con- 
gress, first session, March 10, 1937, p. 23). 
After further consideration, the House 
Committee, on July 23, 1937, rewrote the 
entire provision to read as it appears in the 
Act. (See id., Committee Print No. 2 
p. 21.) 

Up to this time, apparently no one had 
thought that specific authorization in Sec- 
tion 401 for the inclusion of optional ingre- 
dients was necessary. But when the House 
Committee revised the language of Section 
103 (g) in July, 1937, it also added the 
fourth sentence of Section 401 It is un- 
fortunate that no comment was made at 
the time or in subsequent legislative con- 
sideration which throws any light on why 
these changes in language and additions 
were made. The meaning of these two 
sections with respect to optional ingredi- 
ents must be derived solely from their 
context 

“The use of the slightly different 
phrases ‘“‘any food’’ in the first sentence 
of Section 401 and ‘‘any food or class of 
food” in the fourth sentence, may have 
been a legislative oversight. For up to 
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July 23, 1937, the various bills had uni- 
formly authorized standards “for any 
food."" On that date, the House Commit- 
tee, when it added the authority to include 
optional ingredients in ‘‘any class of food"’ 
(see Note 39, supra), also changed the 
first sentence to cover ‘‘any food or class 
of food.’”’ See Senate 5, Committee Print 
No. 2, Seventy-fifth Congress. first session 
p. 17. On March 5, 1938,—after Mr. Lea 
had circulated the House draft for com- 
ment—the phrase ‘‘under its common ol! 


usual name so far as practicable’ was 
added to the first sentence, and the words 
or class of food’’ deleted See id., Com 


mittee Print No. 4, March 5, 1938, p. 16 
The fourth sentence was not changed. The 
deletion in the first sentence may have been 
inadvertent since the same phrase was re- 
tained in the fourth; and when Congress 
conferred authority to include optional in- 
gredients, it may have meant that the Sec 
retary could deal with ‘‘any class of food’’ 
in a single standard. Similarly, the term 
‘‘a food’’ in Section 403 (g) may be read 
to include ‘‘any class of food'’ embraced 
in a single standard of identity. 
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rigid and possibly cumbersome procedure; and, second and of paramount 
importance, it permitted the appropriation of a single name for the group 
or class without encountering difficulties under Section 403(g) or 
403(c). For example, cream cheese, with or without gum, could still 
be Cream Cheese, and no question would arise as what cream cheese 
with gum ‘‘purports to be’’ under Section 403(g) or whether it is or is 
not an ‘imitation’ under Section 403(c). Canned Peaches with all 
variations of syrup or form of peaches can be by regulation the same 
product under that name. 

Logical as this seemed, early administrative practice was somewhat 
confusing. Instead of building a standard around basic ingredients 
and optional ingredients, a group of foods was thrown together and each 
separate food called an ‘‘optional form of ingredient.” Sometimes this 
was done, as in the case of Canned Peas, to get away from difficulties 
under the McNary-Mapes Amendment *! which, it was possibly thought, 
might continue under the new Act. Another explanation may be that it 
permitted—many think improperly—control of manufacturing processes 
under the guise of standardization. (This point will be separately 
treated.) Or these may have been only normal incidents in the develop- 
ment of the standardization technique under the statute. More recently, 
the procedure seems to be to consider related foods, e.g., all cocoa 
products, all breads, all types of corn meal, all macaroni and noodle 
products, in one proceeding; but to attempt to segregate each food having 
common basic ingredients in a separate standard with an exclusively 
appropriated name, e.g., Bread and Rolls, Milk Bread and Rolls; and to 
deal with optional ingredients in relation to each standardized product.* 


But the process is still flexible and in an evolutionary state. The 
administrative Linnaeus is still unborn. Overlapping and apparent in- 
consistencies are inevitable as are adjectival expedients. Bread alone 
may mean white bread; add the adjective Milk and you have a separate 
product, Milk Bread (e.g., Cocoa, Breakfast Cocoa, Low-Fat Cocoa, 


troduced a number of problems. It has 


“1This amendment to the 1906 Act and 





the difficulties which followed from its use 
of the phrase ‘‘generic product’’ is exam- 
ined in detail in the discussion of stand- 
ards of quality in Part II. 

“ Mr. Callaway comments: ‘‘Section 401 
P contemplates definitions and stand- 
ards of identity for single foods and for 
classes of food. Distinction between these 
types of definitions and standards has in- 
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been our theory that definitions and stand- 
ards for individual foods should be specific 
and mutually exclusive. This theory, al- 
though apparently simple and easily fol- 
lowed, has led to difficulties on many 
occasions.’’ Callaway, Current Problems 
in Formulating Food Standards, 2 Food 
Drug Cosmetic Law Quarterly (1947) 127-28. 
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etc.). The genus covered by the single standard may be Green Beans, 
but for label purposes each species will have to be identified as Whole 
Green Beans, Cut Green Beans, Short Cut Green Beans, etc., which in 
effect yields the same result as having separate standards. 


For practical purposes, the problem may be divided into two parts, 
each of which may be separately examined: (1) How many separate 
foods and separate names (wholly different or compound forms) should 
there be for a group of related products? (2) In each, what optional 
ingredients should be recognized and which should be specifically shown 
on the label of the standardized food? 


1. In determining the first question, past experience offers a few 
guides as to what will be considered necessary ‘to promote honesty 
and fair dealing in the interest of consumers.’ Any significant physical 
difference in composition or appearance will mean separate standards 
and label names. Any difference in form of preparation believed to be of 
importance to the consumer will be recognized. The difference may be 
functional, as in the obvious cases of whole fruits for salad use or slices 
for pies, the various lengths of asparagus, or whipping and coffee cream 
self-rising and plain flour. Or it may be in flavor, e.g., as in the difference 
between bitter and sweet chocolate. It can even be what some have 
called an “optical condiment,” as in the case of colored cherries in 
Fruit Cocktail. 
mum and maximum amounts where concentration changes identity, e.g., 
Tomato Puree vs. Tomato Paste; Canned Fruits vs 
Another invariable ground for identity fission is the relative amount of 
some important (and usually costly) ingredient, e.g., fat content in cocoa 
products, butter fat in cream and in cheese, syrup density in canned 
Enrichment or fortifica- 


Inclusion of an ingredient may be recognized with mini 
¢ g 


Fruit Preserves 


fruits, moisture content in many products, etc. 
tion probably will mean a separate standard (and this subject raises 
enough complications to warrant separate and extended consideration 
by some qualified person). Lastly, there are some factors of peculiar 
significance, such as adding alcoholic beverages. Brandied Cherries or 
Peaches With Rum are properly considered different from the ordinary 
canned products.** 








* Brandy is an ‘‘optional ingredient’’ in 
several canned fruit standards; but when 
rum is added, separate standards are pro- 
vided. While the difference means largely 
a difference in prominence in labeling, 
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since both must be shown, it may be com 
mercially important. This variation in 
treatment, however, may be attributable to 
a developing policy as to how to treat this 
type of product differentiation. 
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In these determinations, two interesting questions sometimes emerge. 
The first is that the test of promoting ‘honesty and fair dealing’ for con- 
sumers is an economic measure of what consumers deem important. 
It is not what expert social or medical data might reveal should be 
important, but what the evidence shows the consumer thinks is important. 
Two products may be either nutritionally equal or widely different in 
nutritional value. (Here one must avoid the risks in venturing examples. ) 
Yet only to the extent that consumers evidence interest in knowing, could 
it properly be argued that the statutory test is applicable. Of course, it 
is assumed that no one wants to be defrauded, but the differences dealt 
with in standards of identity are not necessarily of the degree amounting 
to economic fraud. This point assumes greater importance in standards 
of quality but is also often involved in identity standards. 


Because of it, the question of what is adequate evidence of consumer 
interest, elsewhere discussed, becomes essential. And it would appear 
that some of the confusion about the Quaker Oats decision turns on the 
same point. It was not because the Administrator had power to ordain the 
American diet that his order stood, but because he found, the Court said 
properly, that consumers were interested in enrichment and likely to 
be confused. 


The other question is the degree to which existing commercial 
practice is relevant. It has been seen that in selecting a ‘common or usual 
name” for existing foods, what they have been historically called should 
have great weight. But how far this argument applies in determining 
a standard of identity is difficult to appraise. In the Cream Cheese case, 
commercial practice by a fair segment of the industry in calling a lower- 
fat higher-moisture product by that name fell in the face of a finding 
suggesting fraud. But this rested in turn on historical evidence as to the 
trade name for the “‘traditional” product. In some instances, commercial 
practice is so divergent as both to reinforce the need for a standard and 
to permit the widest administrative choice in definition. In others, there 
has been evidenced an apparent administrative effort to raise to a new 
level what most manufacturers had been doing.** 


“ “Tf standards are to fulfill their pur- practice It may be argued that such a 
pose, they must make it possible to bring standard would have the effect of driving 
about improvements. One of the early from the market an old established food, 
standards of identity adopted was that for meaning the evaporated milk with the milk 
evaporated milk. It required slightly more fat content previously recognized. No such 
milk fat in this food than was the accepted statements, however, were made by the 
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It is here that attention turns to the precise wording of Section 
401. What is authorized is ‘‘a definition and standard of identity." To 
define, one must examine what is being done. The composition of a food 
may be fairly well established and followed by most manufacturers. Just 
how far the Administrator may go in changing commercial practice is 
often the submerged reef in a particular proceeding to formulate a stand- 
ard.** Where the issue is acute, it is essential that the Administrator be 
given the advantage of a record containing adequate evidence of prev- 
alent commercial practice and the effect of proposed changes. 

2. Optional ingredients assume importance because failure to recog- 
nize them means that they cannot be used. This is important to the 
manufacturer who has developed their use and the supplier who has 
perhaps developed facilities to make them.*® Relevant factors in the 
administrative decision have to some extent been revealed in practice. 

The first is that the optional ingredient must be harmless in itself. 
If any question as to deleterious character is raised, exclusion seems 
clearly warranted. 

Extent of use is very significant and necessarily related to the gen- 
eral question of previous commercial practice. The extent to which the 
particular ingredient is optionally used in the total volume of the food 
sold under the appropriated name should have an important bearing on 
the reasonableness of excluding it. This is largely a question of degree 
but, because of the consequences of exclusion, it is usually resolved in 
favor of the ingredient. 

The function of the ingredient is likewise relevant. Where its addi- 
tion reflects improved methods of manufacture, or changes in the mode 
or manner of consumer use of the product, or scientific illumination 
by research into the character or composition of the food, it should be 
permitted.** Intelligent administration should not limit a standard of 


evaporated milk industry nd the require Compare Staley Mfgr. Co. v. Secretary, 
ments of the new standard were promptly 120 F. (2d) 258 (CCA-7; 1941); American 
met."’ Callaway, Current Problems in Lecithin Co. v. McNutt, 155 F. (2d) 784 
Formulating Food Standards, 2 Food Drug (CCA-2; 1946) [CCH Food Drug Cosmetic 
Cosmetic Law Quarterly (1947) 137. Law Reports % 7011] 

Usually the question is argued in terms * Thus the use of various calcium salts 
of ‘“‘substantial evidence."’ If several can to firm tomatoes has been permitted by 
ners testify that trade understanding of two amendments to the canned tomato 
Tomato Puree is a product of X specific standard, and two amendments made to the 
gravity. and several Government witnesses pea standard to permit the use of magne 
Say it is, or should be, X + Y, is this sub- sium salts 
stantial evidence on which to fix the level at 
X -+ Y? 
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identity to crude recipes developed under primitive conditions but should 
reflect the farthest advance of food manufacturing techniques. Yet an 
ingredient which makes for manufacturing economies often runs into 
trouble as shown by the consideration of the use of gum in cream cheese 
and benzoate in catsup. An added optional ingredient may make a 
better product, or the same product at a lesser cost. The latter case 
always raises the suspicion that savings in costs is a paraphrase for 
cheapening of the product. 


Finally, there is considerable doubt as to how far an optional ingredi- 
ent may be recognized where it actually changes identity. Ingredients 
have been excluded, on the theory that the flavor of the product is an 
essential part of its identity, where their addition would drastically modify 
flavor. Yet spices have been invariably recognized and these certainly 
change flavor in many instances.** The only apparent test, though never 
precisely articulated, is whether the change in flavor which an optional 
ingredient will make is one which would be readily identifiable to the 
consumer by label statement of the ingredient (e.g., Seasoned With 
Mint, or Garlic, or Horseradish ). 


This points to the remaining question whether an optional ingredient 
whose use is permitted should be designated on the label. Here the 
same tests are generally applicable. If the ingredient merely facilitates 
manufacture, e.g., yeast nutrients in bread, label disclosure may not be 
required. Or an ingredient not unexpected in the product need not be 
labeled, as illustrated by salt in canned vegetables or by the controversy 
whether sugar (sucrose ) in canned fruit should be labeled as ‘‘cane sugar”’ 
and “beet sugar.” But the trend seems to be in the direction of complete 
label disclosure and to a virtual elimination of any distinction between the 
requirements of Sections 401 plus 403(g)(2) and Section 403(i). Those 
believing in fully informative labeling have encouraged this trend. 


D. Control of Methods of Manufacture 


In many proceedings to establish a standard of identity for a food 
or class of food, there lurks the question whether by use of Section 401 
the Administrator may control or modify methods of manufacture. The 


* Where spices are permitted as optional other words, they are recognized as prope) 


ingredients, Section 403 (g) does not re- components of a food which the consume: 
quire them to be separately labeled. In recognizes under that name. 
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issue arises in two ways: (1) The standard of identity may describe 
the product in terms of how it is made and require different labeling 
according to method of manufacture; or (2) the specifications may be 
met only by the use of particular machinery not in general.use or by 
methods not usually practiced. Discussion of each possibility is war- 
ranted. 


1. Definition in Terms of Method of Manufacture. At the outset, 
it must be recognized that different methods of manufacture may result 
in identity differences, and that frequently the easiest way to describe the 
product is to recite its method of manufacture. But this is true only where 
the product can be made only in one way or, conversely, where a dif- 
ference in method makes some detectable difference in what is produced. 


Trouble arises where, as sometimes happens, the same product can 
be made in two ways and the result is indistinguishable. If the Admin 
istrator concludes that the consumer is entitled to know of the difference 
in manufacture, may he lawfully require label differentiation either in 
the same or two different standards of identity? The answer, experience 
indicates, turns on what Section 401 means and on how far the prac- 
tical enforceability of a standard is relevant to its reasonableness. En- 
forceability may likewise bear on whether “honesty and fair dealing” 
will be achieved where an honest manufacturer might practically be left 
at the mercy of an unscrupulous one. 


These questions may best be explored by a case history—not to 
reopen an issue which is controversial within the industry itself—but to 
use it as an illustration. In a canning operation employed in one state. 
raw tomatoes are segregated into those used for canning as whole 
tomatoes and those used for juice and puree. In preparing the whole 
tomatoes, the skins and cores are cut away with some tomato flesh, and 
the fruit also bleeds juice. These cores and skins and drained juice are 
put through a machine called a cyclone, to remove the skins and seeds 
and hard fiber, leaving the juice and flesh. This is concentrated as puree. 
In the making of tomato juice, only part of the juice is extracted, and the 
remaining flesh and juice in the tomato simiJarly treated in the cyclone 
and concentrated to yield puree. Or whole, usually pale colored, tomatoes 
may be similarly cycloned and concentrated to yield puree. There was 
considerable evidence that the resulting products from all three methods 
were indistinguishable, that each in the end contained juice and sus- 
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pended flesh of tomatoes, and that the resulting products varied no 
more than variations in the product made from different batches of whole 
tomatoes. Significantly, there never was any finding to the contrary. 


Despite extensive testimony and elaborate briefing, the final stand- 
ard described three supposedly different types of raw material (i.e., 
tomato cyclone pulp made by three variant ways of abstracting tomato 
flesh and juice) as ‘optional ingredients," and required that except for 
whole tomatoes ‘‘the label shall declare the raw material used” respec- 
tively as Made From Residual Tomato Material From Canning or 
Made From Residual Tomato Material From Partial Extraction Of 
Juice.*” The processors concerned first contended that since the end 
products were indistinguishable and chemically and botanically were 
each flesh and juice from tomatoes, and that since there was no showing 
of any difference in cost of manufacture (and no question of adultera- 
tion),°° this commercially derogatory label requirement could not be 
related to ‘honesty and fair dealing in the interest of consumers.” 


Their first point was that standard classification on the basis of 
method of manufacture was unwarranted under the Act. It was argued 
that a product made from tomato juice and flesh could not be made into 
two products by calling the cyclone juice resulting from different ways 
of dividing a tomato different ‘‘optional ingredients.’ An ingredient 
which was the principal constituent could not be made “optional” by 
administrative fiat; but, urged the brief, an optional ingredient is “one 
which in ordinary commercial practice, is sometimes present and some- 
times absent.” It was further argued that Section 403(g) required that 
the “optional ingredient’’ be “‘present in such food’ which meant that 
some detectable difference in the finished product must be found." 


* If these two types of cyclone juice are method of manufacture and specified that, 


combined in manufacture, the label re- “In the extraction .. heat may be ap- 
quirement is ‘‘Made From Residual To- plied by any method which does not add 
mato Material From Canning And From water thereto.’’ The findings made clear 
Partial Extraction Of Juice.”’ the administrative view that the process 


in question could remove ‘‘only part of the 
water which was added as steam conden- 
sate.’’ As a consequence, it is reported 
that this manufacturing method was aban- 


°° In the standardization of tomato juice, 
the evidence revealed that one manufactur- 
ing process, which contributed largely to 
the total production, involved the applica- 


tion of steam to crushed tomatoes and doned. 

subsequent evaporation to remove the cal- 51 Compare the findings on the use of 
culated amount of added water which had gum in cheese where a similar situation 
condensed. There was considerable discus- existed, but no distinction according to 
sion as to whether this was ‘‘dilution’’ or method of manufacture was made in the 
“‘adulteration.’’ The regulation finally is- final regulation other than to require label- 


sued identified the product according to ing of Adaed Gum. 
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The strongest attack centered on unenforceability. Evidence on this 
point was refused admission at the hearing. Nevertheless, it was urged 
that reasonableness is not only a criterion of economic burden but that 
an unenforceable standard can never be reasonable because the honest 
manufacturer suffers competition from the unscrupulous. Of course, 
identity standards based on methods of manufacture can be enforced 
by factory inspection, but all inquiry into the possibility of this method 
of enforcement was foreclosed at the hearing. 


This issue drives deeply into the basic purpose of standards.” It 
is doubtful whether anyone’ will seriously contend that the Act con- 
templates continuous factory inspection in the food industry or that 
present budget or personnel would permit it.** There must be a manifest 
probability of enforcement in what is prescribed. For if the result of a 
standard may be to permit the consumers to be defrauded by violators, 
dishonesty and unfair dealing may be promoted. 


2. Methods of manufacture may likewise be affected by what the 
standard prescribes. For example, the limits specified for Cuts and 
Short Cuts on some canned vegetables raise the question whether the 
required segregations can be realized with existing machinery; and in 
the case of quality standards the issue is always presented as to what the 
labor cost will be or the mechanical feasibility of achieving a particular 
level of workmanship. Rarely if ever is the standard based on the use 
of a machine or method that is not employed by somebody. The difficulty 
usually concerns machines or methods employed by a minority (whose 
methods are termed in record ‘good manufacturing processes’); and the 
effect of the standard may be to require their adoption by all—financial 
ability, cost of operation, or technical skill notwithstanding. 


It is also only fair to say that this result is usually inadvertent and 
the result of an incomplete record. Usually, the more advanced manu- 


facturer participates in the hearing. 


* Occasionally, what is done in manufac- 
turing may not be clear. One form of op- 


tional ingredient for Canned Peaches is 
Mixed Pieces of Irregular Sizes and 
Shapes. Another form is Halves. Where 


Halves are excessively trimmed, it will be 
seen that the product becomes Substand- 
ard. The subtle difference between the two 
concepts has been the subject of litigation. 
Probably, the only way to determine this 
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Evidence of what he does may be 


striving to 
would be by 


issue—whether the canner is 
pack Mixed Pieces or Halves 
close factory supervision. 

% This same problem arises in a less ap- 
parent form in standards of fill of con- 
tainer which are considered in Part III. 
There examination will be made of the 
legality of a standard which can be en- 
forced only by continuous factory inspec- 
tion. 
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the only evidence. In large measure, responsibility for any resulting 
hardship lies with those who fail to appear. But assuming an adequate 
record, the legal issue of how far a standard of identity can result in 
changing what a substantial part of an industry does in its commercial 
practice remains to be finally determined. 


E. Revision of Identity Standards 


Despite the apprehensions voiced, the record to date discloses little 
basis for worry that the promulgation of standards of identity will 
freeze developments in the food industry. It is true that articles incor- 
porating newly discovered ingredients, representing departures from the 
standard, may not lawfully be shipped interstate. Yet few difficulties 
are in practice encountered in establishing the worth of a change by 
intrastate shipment where state law permits. Amendment of the Act 
to permit administrative authorization of experimental production, prob- 
ably upon application, would not be objectionable. 


It is true that standardization results in the disclosure of the new 
methods or ingredients at a public hearing. But patent protection is 
still available, and in several instances patented combinations of in- 
gredients or a patented process have been recognized in a standard. 
Where such protection is not available, disclosure is part of the price 
which must be paid for the standardization program which Congress 
has determined is in the public interest. 


The Administration's record cannot be challenged. The Canned 
Pea standard was twice readily amended to recognize new processes; 
the Canned Tomato standard twice amended to permit additional in- 
gredients; the standards for both Asparagus and Cherries were amended 
to permit additional packing media; the Flour standards have been 
amended, with respect to enrichment; and an additional standard promul- 
gated to permit specified uses of corn syrup in condensed milk.** Except 
in two cases resting upon particular facts, one of which is now in litigation, 








“* While the Act requires that application 
for amendment be by a “‘substantial por- 
tion’’ of an industry, the Administration 
has in fact entertained and called a hear- 
ing on the application of a single company 
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This is probably now required by Section 
4 (d) of the Administrative Procedure Act 
Compare Cook Chocolate Co. v. Miller, 72 
F. Supp. 573 (DC D. C. 1947) [CCH Food 
Drug Cosmetic Law Reports 1% 7056}. 
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there appear to have been no instances where a clearly merited application 
to reopen a standard has been denied. And there is a ready disposition to 


re-examine any requirements which 


unworkable.” 


II 


turn out in practice to be 


a reasonable standard of quality 


“Eight women sat around a table in the De- 
partment of Agriculture Building yesterday, their 


attitude very scientific. 


The object of their at- 


tention was an unsuspecting can of peas. 


Finally a voice of authority posed two ques- 
tions which projected the eight women into 
channels of deep thought. 


“If you purchased this article labeled simply as 
‘peas would you be satisfied with it for service 


at a usual meal in your home? 


If not, in what 


respects do you regard this can of peas as unsat- 


isfactory?” 
1930. 


Washington Star, November 8, 


This scene witnessed the beginning of an informal hearing on the 
first standard of quality to be promulgated under a Federal Food and 
Drug law. Culminating two years’ effort, the canning industry had 
secured the enactment on July 8, 1930, of the McNary-Mapes Amend- 
ment.*® This provision became the progenitor of the authority in Section 
401 of the 1938 Act for the promulgation of a reasonable standard of 


quality for any food. 


In this connection, it should be noted 
that Section 701 (e) provides that the Ad- 
ministrator on application by an industry 
Shall"’ hold a hearing on any application 
to amend or repeal a regulation issued 
under Section 401. Mandamus might be 
available for any unreasonable refusal 
‘compare Section 10 (e) (A) of the Ad- 
ministrative Procedure Act). 

“See Act of July 8, 1930, c. 
1019, House of Representatives 730. Sev- 
enty-first Congress, second session. Three 
efforts to pass this bill on the consent cal- 
endar in March and April failed. 72 Con- 
gressional Record 4719, 5447, 6631. The 
1930 Senate debate foreshadowed the later 


874, 46 Stat. 
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It is therefore not surprising to find that all of 


igitation for a complete system of vertical 
quality grading for foods. See Senate 1135, 
72 Congressional Record 10495, June 11, 
1930. As previously noted, the phrase ‘‘to 
promote honesty and fair dealing in the 
interest of consumers’’ originated in sub- 
stantially the same form in the McNary- 
Mapes Amendment. The concept of a 
public hearing in Section 701 likewise orig- 
inated in a rejected Senate amendment in 


1930. See 72 Congressional Record 10495, 
June 11, 1930. The McNary-Mapes Amend- 
ment was repealed by Section 902 of the 


1938 statute, along with the remainder of 


the Food and Drug Act of June 30, 1906 
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the seven standards of quality thus far issued under the 1938 Act are 
for canned foods. The McNary-Mapes Amendment had authorized 
for each canned food a single or minimum standard of quality. In gen- 
eral, Section 401 extended this authority to embrace all foods. In de- 
veloping quality standards, the Food and Drug Administration has in 
large measure followed the pattern evolved under the canning industry 
amendment to the old law. 


At the outset, it is important to point out what Section 401 does and 
does not authorize in the way of quality standards, as well as to indicate 
the relationship between a standard of identity and a standard of quality. 
The section authorizes the establishment by regulation of ‘‘a’’ reason- 
able standard of quality for any food. This relatively simple phrase is 
the result of a prolonged legislative battle over the question whether 
Congress should grant administrative power to establish what would in 
effect be a government grading system for all food products.*’ The 
original so-called Tugwell Bill, Senate 1944, introduced in June, 1933, 
provided broadly for “standards of quality.” This would have per- 
mitted the establishment of the system variously known as vertical 
grading; A, B, C, and D grading; or any other required label designation 
in a government grading system segregating Poor, Good, Fair, and 
Best. Vigorous opposition resulted in the change in Senate 2800, the 
1934 bill, to a more limited authority to promulgate ‘‘one objectively 
determinable minimum standard of quality’ so as to reflect the former 
McNary-Mapes Amendment practice. In the 1934 Senate Report, this 


language was changed to its present form.** 


Interpreted in the light of its clear legislative history, this part of 
Section 401 authorizes the establishment of a single or minimum standard 
of quality separating a particular food into Substandard and Standard 
or better. By Section 403(h)(1), this segregation is carried through 
to the label of the product to require label differentiation only for the 





‘For a brief summary, see Cavers, The 
Food, Drug, And Cosmetic Act Of 1938: Its 
Legislative History And Its Substantive 
Provisions, VI Law and Contemporary 
Problems (1939) 25-26. 

The Senate Report made the legislative 
intent clear by stating that the authority 
to issue quality standards for all foods 
was “‘in effect an extension of the present 
law, which, by the terms of the McNary- 
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Mapes amendment, authorizes the estab 
lishment of one standard of quality.’’ See 
Senate Report No. 493, Seventy-third Con- 
gress, second session, March 15, 1934, p. 11. 
Those interested in conveniently tracing 
this point in the legislative record may do 
so in Dunn, Federal Food, Drug, and Cos- 
metic Act (1938) pp. 43, 70, 78, 95, 120, 
174, and 194. 
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substandard product. Any departure from the standard of quality alone 
thus does not bar sale of the product but simply results in additional 
labeling requirements. 


Logically, a standard of quality can operate only within the con- 
fines of a standard of identity. The product is first measured to deter- 
mine whether it conforms to the standard of identity—if it does not and 
it either purports to be or is represented as the standardized food, it can- 
not be lawfully sold. The standard of quality begins to operate only 
when the food conforms to the standard of identity, or as it has some- 
times been put, ‘a standard of identity encompasses a standard of qual- 
ity." As a practical matter, this means that no standard of quality can 
be promulgated unless there already has been or there is simultaneously 
issued a standard of identity. One must first know what he has before 
he can determine whether it is an acceptable or inferior sample. 


The simplicity of the distinction is somewhat illusory. One of the 
most difficult questions in standard making is to determine whether a 
particular characteristic differentiating one food product from another 
should be considered a factor of identity or a factor of quality. This 
inquiry is far from academic. In most instances the two products are 
enough alike that calling the differentiating characteristic an identity 
factor would forbid the sale of one of them. Designation as a quality 
factor would mean that both could be sold but that one would have to be 
additionally labeled as Substandard. 


Previous experience under the McNary-Mapes Amendment had 
shown that it was undesirable to attempt to control differences in identity 
by calling them differences in quality. That statute had, probably to 
avoid vertical grading, specified that the term ‘class of canned food” 
for which a standard of quality might be prescribed was limited ‘to a 
generic product . . . and does not mean a grade, variety or species of 
generic product.’ In 1932, a standard of quality was promulgated for 
Canned Peas to include both canned immature peas freshly harvested 
and canned soaked, dried peas. Maturity was made a factor of quality 
rather than of identity; and the soaked, dried product was denominated 
Substandard. An injunction against enforcement of this regulation was 
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sustained on appeal ** on the ground that soaked, dried peas were a 
“separate class,” i.e., had a separate identity; and could not be regarded 
merely as an inferior grade of canned immature peas. Since the language 
of the McNary-Mapes Amendment was thought to preclude two sepa- 
rate standards for the two types of peas, the desired distinctive labeling 
could not be required. 


Legislative history makes it clear that the lesson of Nolan v. Morgan 
led to the elimination of the troublesome phrase “generic product” in the 
present law. When Canned Peas were standardized under the 1938 
Act, the distinction between the immature and the dried soaked product 
was recognized as a factor of identity rather than quality. The soaked 
dried peas were made a separate food under the name Dried Peas and 
the immature product standardized as Peas. Thus dried, soaked peas can 
no longer be canned and sold simply as Peas because the maturity dif- 
ference is now an identity factor. If, however, the difference had still 
been considered a quality factor, the dried soaked product might still 
have been sold as Peas but would have borne the substandard legend.*’ 


Trade usage is not controlling in deciding what is a factor of 
identity and what is a measure of quality. The density of the syrup 
in which canned fruits are packed has long been regarded by the trade 
as a factor of quality.*' Nevertheless, syrup density is considered by 
the Food and Drug Administration and appears in its standards as 
a factor of identity. Further complication exists where a particular 
differentiation may be both a factor of quality and a factor of identity. 
Whether Canned Cherries are pitted or not is a question of identity— 
e.g., Pitted Dark Sweet Cherries as against (unpitted) Dark Sweet 
Cherries—but the presence of too many pits in Pitted Canned Cherries 
is a quality factor. The supposed difference between Cut Green Beans 





and Short Cut Green Beans is a matter of identity. Yet the quality 





% Nolan v. Morgan, 69 F. (2d) 471 
(CCA-7; 1934). For a full discussion of the 
administrative background of the regula- 
tion and the details of the litigation, see 
Fuchs, The Formulation And Review Of 
Regulations Under The Food, Drug, And 
Cosmetic Act, VI Law and Contemporary 
Problems (1939) 56-62. 

® Prior to 1932, the dried pea product, it 
is true, had to be labeled ‘‘Prepared from 
Dried Peas,’’ but the difference between 
the substandard legend required in 1932— 
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“Below U. S. Standard. Low Quality But 
Not Illegal. Soaked Dried Peas’’—and the 
currently required labeling merely as Dried 
Peas is quite important. As will be seen, 
the substandard legend is referred to in 
the trade as the ‘‘crepe label.’’ 

6! This is recognized in commercial stand- 
ards which make the commercial quality 
grade of the particular canned fruit de- 
pendent upon the density of the syrup. See 
Specifications For California Canned Fruits. 
Canners League of California. 
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standard for Cut Green Beans provides that more than a specified num- 
ber of short pieces will make the product substandard. There is no 
corresponding tolerance for long pieces in either standard of identity. 
Thus a can of beans may be either standard Cut Beans (if there are not 
too many short pieces); or Substandard Cut Beans (if there are more 
than the permitted tolerance of short pieces); or an entirely different 
product, Short Cut Beans (if there are a predominant number of short 


pieces ).®* 


A further illustration of the problem may be found in the Cream 
Cheese proceeding. Here the differentiation according to fat and moisture 
content led to the standardization of two separate foods under two 
different names, Cream Cheese and Neufchatel Cheese. Conceivably, 
the Administrator might have included the latter product within the 
standard of identity for Cream Cheese but made the lower-fat-higher- 
moisture distinction the basis for a standard of quality. The re- 
sult might have been a differentiation on the basis of quality between 
Cream Cheese and Substandard Cream Cheese. It is not at all unlikely 
that one of the reasons which militated against this decision (apart from 
technical problems with respect to notice), was the judgment as to the 
relative commercial consequences of requiring a wholly different name 
as against requiring a substandard label legend. 


What must appear in a substandard label legend is a matter of 
administrative discretion—subject to the requirement that it be reason- 
able. All that Section 403(h)(1) requires is a statement that the product 
falls below the standard of quality set forth “in such manner and form 
as such regulations specify.” In the canning industry, at least in the 
days of the McNary-Mapes Amendment, the required substandard 
legend was referred to as a “crepe label."" The theory was that the 
substandard product should be so labeled as always to set it apart from 
the standard or better product. “The purpose of the canners’ bill,’ Dr. 
Dunbar explained in 1930, “is to authorize the formulation of such legal 
standards as will insure a product sold to be of at least a standard degree 
of excellence, while an article which has reached such a degree of in- 








®& This is a simplified statement of the’ selecting a particular characteristic for 
provisions of these regulations, but it both identity and quality standard pur- 
serves to illustrate the relative effect of poses. 
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feriority as to offend the purchaser, even though that article be perfectly 
wholesome and nutritious, will be definitely labeled to show that it is 
substandard, and therefore will not be bought at the ordinary price.’** 


This statement may serve as a twofold text —to demonstrate the kind 
of differences in products which have been administratively determined 
to warrant the distinction between Standard and Substandard, and to 
review what makes the substandard legend so derogatory as to have 
earned the designation ‘‘crepe label.” 


In general, differences in workmanship constitute quality factors. 
This usually lies in sorting table procedure. In the case of fruits, the 
selection of uniform sizes is considered highly important; minimum 
weights for halves and quarters are prescribed; or for whole fruits, the 
weight of the largest unit cannot be more than twice the weight of the 
smallest unit. In fruit mixtures, not more than a given percentage of 
certain fruits may be cracked or crushed beyond normal shape. Stems 
cannot be left attached to fruits. The sorting out of blemished fruits— 
those containing scab, hail injury, discoloration, scar tissue, or other 
abnormality—may mark the line between standard and substandard. 
Similar factors reflecting the difference between some manufacturing 
practices and other poorer ones are regularly included in a standard of 
quality.” 


Occasionally a factor which in gross form may change identity will 
in lesser degree simply mark the line between Standard and Substandard. 
Maturity of the raw material canned is basically the difference between 
the two identity standards for Peas and Dried Peas. But differences in 
maturity in a lesser degree also mark the difference between Standard 
and Substandard Peas.** As another example of undesirable maturity, 
the presence of tough strings in Green Beans is a quality factor. In some 


*3See National Canners Association Jn- that instance. United States v. Lord-Mott 
formation Letter No. 381, November 15, Co., 57 F. Supp. 128 (DC Md. 1944). There 
1930, p. 2233. The italics have been sup- a different measure of maturity had been 
plied prescribed for different varieties of peas. 

**'The same problem exists here with It was held that the level! prescribed for 
respect to how far a standard may depart one variety was unreasonable. The im- 
from prevalent commercial practices. See portance of varietal differences in deter- 
the preceding discussion of this point in mining quality standards underlics the 
the consideration of standards of identity, provision in Section 401 that in ‘‘the pre- 
supra, pp. 552-53. scribing of any standard of quality for any 

® Indeed, it was on this issue that the canned fruit or canned vegetable, consid- 
single court case in which a standard of eration shall be given and cue allowance 
quality was involved resulted in the stand- made for the differing characteristics of the 
ard being declared invalid as applied in several varieties of such fruit or vegetable.”’ 
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instances, a difficulty which in gross degree would perhaps render a 
product adulterated may in lesser degree make it merely substandard. 
Unsound food may result in adulteration on the ground that the product 
is ‘‘unfit for food" (Section 402(a)(3)). Yet minor imperfections, such 
as rust or insect injury or the presence of extraneous vegetable matter, 
may indicate the line between standard and substandard.” 


Artificial coloring requires separate mention. Ordinarily, artificial 
color is an identity factor. It is so treated for cherries in fruit cocktail. 
Misuse of artificial color to conceal inferiority, or to make a product 
appear better than it is, falls within Section 402(b) and is condemned 
as adulteration. Yet under the McNary-Mapes Amendment regulations, 
artificially colored peas had been ruled substandard and had to carry 
the crepe label. In the standardization proceedings under the 1938 Act, 
however, it was urged that artificial color in peas was properly an 
identity factor because many high quality peas were so colored. This 
argument was rejected. The Administrator found that ‘color is one of 
the factors of judging the value and quality of canned peas."" The regu- 
lation required that the colored product be labeled ‘‘Below Standard In 
Quality— Artificially Colored” irrespective of the quality of the product 
measured by other factors.®’ Necessarily, the use of color to dress up an 
inferior product was not involved. Nor was substantial discoloration of 
the raw product, since concealment of this defect would equally be adul- 
teration. The ruling was equivalent to an administrative determination 
that because an optional ingredient might be misused in unlawful fashion, 
wherever it was used it always denoted poor quality. Perhaps this adds 
up to employing a quality standard to discourage use of an ingredient 
which is disliked or feared where the evidence does not warrant complete 
exclusion. The technique of requiring a Substandard label is obviously 


* As a hedge, the General Regulations stitutes adulteration, there undoubtedly 
for all food standards (Section 10.0) state exists an unspecified administrative toler- 
that no provision of any standard affects ance. 
the application of other provisions of the * Presumably, one may do what he can 
Act. As an example, it is stated that ‘‘all to avoid the effect of a crepe label. It was 
regulations under section 401 contemplate reported that for a time at least one packer 
that the food and all articles used as com- used the required Substandard label and 
ponents or ingredients thereof shall be added to it substantially the following 
clean, sound and fit for food ...’’ Some-_ truthful statement: ‘‘These peas are the 
where between the level of rust or insect finest Fancy quality packed by us. The 
injury or extraneous vegetable matter statement that they are Below Standard 
which makes a product Substandard (but solely because artificially colored is _ re- 
still saleable) and the amount which con- quired by a Federal Regulation.”’ 
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more of a deterrent than recognizing artificial color as an identity factor 
and authorizing the sale of Artificially Colored Peas under a separate, 
distinctive name. 


To summarize what are quality factors, any difference affecting the 
appearance or use of the food may be selected by the Administrator. The 
test appears to be whether, in the light of the purpose for which the par- 
ticular product is purchased, the difference would be deemed important 
by the consumer. If the imperfection would lead her to consider the 
product not acceptable, it may be marked out as a factor to be measured 
in the standard of quality. To a considerable degree, trade practice in 
classifying products as above or below the standard line is relevant to 
reasonableness. Yet basically the inquiry leads, as do most under Section 
401, to the ultimate question as to what constitutes substantial evidence 
of consumer ideas of relative economic value. As earlier noted, the em- 
phasis must be on prevalent consumer concepts—not on what she should 
consider quality factors in purchasing a food product, but on what she 
does in fact deem important.* 


Required Substandard Labeling 


Theoretically, the purpose of the substandard legend which will be 
required is to set the food apart to avoid consumer confusion with the 
standard product. Early practice under the McNary-Mapes Amendment 
was to select a legend which would be of general application and fairly 
derogatory. The original prescription was ‘Below U. S. Standard: Low 
Quality But Not Illegal.” ** Following a further hearing, a somewhat 
less forbidding legend was substituted for canned fruits. This read ‘“Be- 
low U. S. Standard; Good Food— Not High Grade.” In 1937 this legend 
was also applied to substandard canned vegetables. 


Following enactment of the 1938 statute, this general substandard 
legend was continued, but in many instances the standard of quality per- 
mitted a somewhat softer designation, indicating the particular manner in 
which the food failed to meet the quality standard. Thus it is possible for 
a product to be labeled “Below Standard In Quality: Not Tender,” or 





"Compare the preceding discussion on *® An early effort to enjoin the enforce- 
standards of identity, supra, p. 552. ment of this legend failed. F. Clemens 
Horst Co. v. Hyde, (DC Calif. 1931) (un- 

reported). 
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“Mixed Sizes,”’ ‘“— Partially Pitted,”” “°“— Not Well Peeled,” ‘“—Blem- 
ished,” ““—Unevenly Trimmed,” “—Partly Crushed or Broken.” For 
vegetables, such designations are permitted as “Below Standard In Qual- 
ity,” ““—Excessively Broken Up,” ““— Poor Color,” ‘—Excessive Peel,” 
“Excessively Discolored Peas,” ‘“—Excessive Foreign Material,” 
‘Not Tender,” ““—Excessively Mealy.” 


Since there is unquestionably statutory authority to extend this sys- 
tem of quality standards and substandard label designation to other 
foods,*° in many conceivable variations, it is fair to inquire what it ac- 
complishes. There can be no doubt that the system is economically im- 
portant. It serves to render unsaleable except at a substantial discount, 
and thus removes from equal competition, that part of the total production 
which carries the crepe label. For what it is worth, this is indirect evi- 
dence of lesser consumer acceptance because of the required label legend. 
To the same extent, the particular reputation and consumer acceptance 
of a product as a whole, irrespective of the particular manufacturer, is 
protected. 


Yet there are some who entertain doubts as to the desirability of the 
entire quality standard program or believe that fundamentally it cannot 
be said to be in the interest of consumers. They point out that nutritive 
value is not involved but largely convenience or optical appeal, and urge 
that this militates against what should be the consumer interest in true 
food values. Some object that semi-derogatory labeling is unfair to par- 
ticular sections or producing areas. Others think that a minimum quality 
standard is insufficient and want all-out governmental vertical quality 
grading. Lastly, there is a group which thinks that, identity satisfied, 
quality is so elusive and subjective a thing that it must rest on brand name 
alone. And for these, the past problems encountered in formulating an 
effective minimum quality standard offer proof of impracticability. Pos- 
sible extension of quality standardization beyond canned foods warrants 
a brief examination of some of these difficulties. 


They may be summarized as problems of measurement and of 
method. Some things cannot be measured objectively. The conventional 
illustration is ‘flavor,’ but there are others which do not readily yield to 





7 ‘In the future a larger proportion of _ tainer.’"’ Callaway, Current Problems in 
the standards adopted should be quality Formulating Food Standards, 2 Food Drug 
standards and standards of fill of con- Cosmetic Law Quarterly (1947) 138. 
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any test other than what is usually called an “organoleptic determina- 
tion.” In plain English this means subjective taste or smell. (Seeing 
usually permits some yardstick to be fixed, such as a color wheel, pH 
device, etc.) To impound subjective measurement of taste or smell in 
words for a standard is difficult enough; to enforce the standard is well- 
nigh impossible.*! Consequently, the theory is that quality factors, like 
identity differences, can be recognized only if they are objectively deter- 


minable.** 


To measure, one must establish a method of measurement and decide 
where to place the controlling line between Standard and Substandard. 
Determining the method is a scientific matter, but, nevertheless, the 
method must surmount at least one hurdle if the standard is to be reason- 
able. The method must be one which the typical manufacturer in the 
field, or technical men reasonably available to him, can both understand 
and apply.** It must be a method which yields uniform results when prac- 
ticed by equally competent different people. But an unsolved question is 
how far the Administrator can go in prescribing a method which the aver- 
age producer or processor cannot in fact apply because it is technically 
too difficult, requires highly trained personnel, or is too costly in terms of 


necessary equipment. 


Assuming an adequate and reasonable method for measuring a 
quality factor, the question of where to draw the line between standard 
and substandard is not a technical question. It should be answered by 
the examination, according to the prescribed method, of samples reflecting 
what the consumer would consider acceptable; by trade evaluation and 
experience, or by any other creditable means of directly or indirectly 





ernment. Certainly the question of adul- 


™ Mr. Callaway has mentioned the diffi- 
culties in measuring quality factors and 
has pointed out the problem of subjective 
determinations: ‘‘Graders eat a little of the 
corn and assign a grade. Such a test of 
course is not sufficiently definite for use in 
legal standards where failure to comply 
may constitute a criminal offense."’ Calla- 
way, Current Problems in Formulating 
Food Standards, 2 Food Drig Cosmetic 
Law Quarterly (1947) 130. 

72.On the issue of adulteration, a District 
Judge has rejected testimony ‘“‘that the 
variable sense of smell and taste is more 
dependable in detecting rot than the 
microscopic procedure adopted by the Gov- 
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teration wou'd rest upon tenuous ground 
if reliance or conclusion as to the character 
of the product shipped were bottomed upon 
conflicting evidence as to the smell or taste 
of the article sought to be condemned.” 
United States v. 935 Cases, 65 F. Supp. 503, 
505 (DC Ohio 1946) [CCH Food Drug Cos- 
metic Law Reports ‘ 7019}. 

73 Experience with canned foods to date 
indicates that selection of a_ technically 
adequate method to measure some quality 
factors is not easy. There are still con- 
flicting schools of thought as to which of 
two methods more accurately and uni- 
formly measures maturity in peas. 
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showing consumer preferences.** (The problem of finding ‘substantial 
evidence”’ of consumer understanding and preference is later considered. ) 


Much controversy has arisen out of disregard of this distinction be- 
tween evolving a method of measuring a quality factor and determining 
where to fix the line between Standard and Substandard. Chemists are 
qualified to talk about scientific methods; they are not per se knowledge- 
able on consumer preferences. While the point is controlling on what 
constitutes substantial evidence, it serves also to indicate what should be 
the rule in formulating a standard of quality. As the writer elsewhere has 
suggested: 


“Scientific witnesses should be permitted to state their opinion about the methods 
used. Scientific witnesses should not, however, be drawn into discussions about the 
commercial effects of any proposals. Questions of trade practice—questions of what 
can or cannot be done as a matter of practical cannery operation—should be dealt 
with by practical cannery witnesses, and this job should not be mixed up with the 
work of the scientific witnesses. 

“There should, so far as possible, be no basis for controversy as to scientific 
results. Necessarily, there may be differences of opinion as to practical operating 
questions, and differences of opinion as to the commercial and economic impact of a 
particular requirement on different areas. But if a given testing method—in the hands 
of a competent scientist— yields a given result, this should not be a matter for argu- 
ment among canners. 

“The trade [and consumer] testimony should be developed as a measuring rod 
Industry evaluation of samples—in terms of commercial grading, in terms of growing 
conditions, in terms of processing techniques—should be the yardstick for interpretation 
of the scientific results. For example, if we know that particular samples—according to 
industry and trade evaluation—are deemed clearly above the standard line, the data 
offered by scientific witnesses and the data offered by trade witnesses can be correlated. 
We can say that a given AIS level, for example, is the point at which the trade 
evaluation would draw the line. If the trade witnesses agree that a given group of 
samples is clearly substandard, these samples can be identified to tie into a particular 
level in the scientific data. The only place where differences of opinion may exist 
should be in the various commercial evaluations and not in the scientific tables against 
which they will be compared.” 


A related problem in formulating quality standards is whether com- 
pliance will be measured against the single package or can, or determined 
against some representative group of samples. Legally, the Food and 
Drug Administration takes the position that every package of any food 


* Here again the issue is not where con- Problems in Formulating Food Standards, 
sumers should consider quality factors, but 2 Food Drug Cosmetic Law Quarterly 
what they do regard as important. This (1947) 129. 
is undoubtedly what is meant by Mr. Calla- % See Proceedings of the National Can- 
way’s suggestion that quality standards nes Association Technical Sessions, Janu- 


are approached ‘‘from the standpoint of ary 31, 1947, p. 77. 


the average consumer.’’ Callaway, Current 
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must comply fully with the standard.** Its position is predicated on the 
idea that one consumer getting a poor product is hardly consoled by the 
knowledge that another might have done better because the average met 
the standard. Realistically, it is doubtful whether seizure for misbranding 
occurs where only one unit among many is found defective." But where 
to establish a standard often turns on this very question whether every 
package, or the average of a reasonable number of packages, will be 
measured. A packer might without prohibitive cost undertake that 
generally in his production a specific requirement can be met. He cannot 
guarantee that individual units may not vary.** How much it will cost to 
meet a particular requirement—and ultimately increased costs are borne 
by consumers—may control both reasonableness and consumer interest. 
While this problem runs through the Act, it becomes peculiarly acute 
with standards of quality where the typical factors of workmanship are 
direct functions of cost. How difficult these questions may be for 
food products other than canned foods is unknown. 


Ill 
‘... reasonable standards of fill of container .. . 


In the absence of any standard of fill of container, it is obviously 
difficult to enforce Section 403 (d), which renders misbranded any prod- 
uct whose container is so “filled as to be misleading.’ ** The relation 
between this section and Section 403 (h) (2)—which requires special 
labeling of a product not conforming to the standard of fill—remains to be 
developed. The consequences of violation are different. Where a stand- 
ard of fill is formulated, failure to comply means that the product must be 
relabeled and marked “Below Standard In Fill.” But sale of a product 





% Objection is usually made to any at- 
tempt to inquire at the hearing as to how 
a particular requirement will be enforced. 
Such reticence is understandable but not 
helpful in the endeavor to evaluate the rea- 
sonableness of a proposed standard of 
quality. 

™ See United States v. 935 Cases, 65 F. 
Supp. 503 (DC Ohio 1946) [CCH Food Drug 
Cosmetic Law Reports { 7019]; Gellman v. 


United States, 159 F. (2d) 881 (CCA-8: 
1947) [CCH Food Drug Cosmetic Law Re- 
ports 7 7045]. 


% One solution may be to formulate the 
method in terms of examining more than 
one sample. This has been done to cover 
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what might be called packing accidents. 
No processor intentionally mixes pitted and 
unpitted cherries, but pitting machines do 
get out of adjustment. Thus, while the 
tolerance for pits and pit fragments is 
strict, the prescribed method calls for the 
examination of 24 pounds, which embraces 
a large number of individual cans. A simi- 
lar technique is used to measure extraneous 
vegetable matter in canned beans. 

7% Compare United States v. Cataldo, 157 
F. (2d) 802 (CCA-1; 1946) [CCH Food Drug 
Cosmetic Law Reports 7025]: United 
States v. 738 Cases Vanilla Pudding (DC 
Ariz. 1946) [CCH Food Drug Cosmetic Law 
Reports {§ 7047]. 
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whose container is so filled as to be misleading under Section 403 (d) 
requires repackaging to bring it into compliance. Logically, there may be 
some point of slack filling which is so wanting that sale even with slack- 
fill labeling would be prohibited by Section 403 (d), and repackaging 
would be required. And as already noted, in neither case are the truth 
and completeness of other labeling, e. g., statement of contents, of any 
relevance. 


How far the program of standardizing fill of container for foods will 
go is difficult to foresee. To date, only nine standards of fill have been 
promulgated. Each of them applies to a canned food. This may flow 
from the earlier experience when, under the McNary-Mapes Amendment, 
such standards were authorized only for canned foods. It seems unre- 
lated to the use of an opaque container; many other foods are so packed; 
and the standards already issued apply to canned foods in glass. In part, 
the issuance of fill standards may have to await standards of identity.*° 
In some measure administrative reluctance to undertake them may be due 
to experience with canned foods. This warrants brief review because 
buried in the story is at least one interesting question of general applica- 
tion. 


Superficially, the task of formulating a standard of fill for a canned 
food might not appear formidable.*t With discrete units, such as peas 
contained in a liquid packing medium, it might seem that meas- 
uring the head-space—the distance from the top of the can to the level of 
what was in the can—would suffice. Yet even in this instance it cannot 
be so simply done. Peas shake down after processing and standing. To 
be reasonable, the fill standard, though based on measuring head-space, 
had to provide for a prescribed method of pouring the contents back and 
forth prior to measurement. 


But some vegetables absorb water in processing; others lose it or 
bleed. Some are not packed so as to be covered by the liquid medium but 





® This is not necessarily true where the 8! Indeed, as early as 1912, a general fill 
food can be identified without a standard. of container regulation was issued for 
In two instances, Canned Shrimp and canned foods. This prescribed that the can 


Canned Oysters, standards of fill of con- “‘should be as full of food as is practicable 


tainer have been issued without there being 
any standards of identity. For many prod- 


ucts, particularly proprietary foods, this 
procedure would probably not be prac- 
ticable. 
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for packing and processing without injur- 
ing the quality or appearance of the con- 
tents."" F. I. D. 144, May 22, 1912. As 
will be seen, this was in reality a manu- 
facturing direction rather than a standard 
for measuring the fill of a canned product. 
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are vacuum packed with only a small amount. Other fruits or vegetables 
come in varying sizes, or their specific gravity varies from time to time. 
Some can be roughly handled; others are easily crushed. Measuring 
merely the physical volume of what remained in the can after pouring off 
the packing medium would not be reasonable. Nor would determining 
the weight be sufficient. Thus measurement of space occupied by the 
product, or the drained weight, was feasible only for peas (head space). 
tomatoes, fruit cocktail, shrimp and oysters (drained weight ).** 


In the case of fruits, these inherent difficulties resulted largely in a 
pious expression of objective rather than in anything that a lawyer might 
recognize as a standard. The final prescription in the regulation is that 
“The standard fill of container . . . is the maximum quantity [of the particular 


fruit] which can be sealed in the container and processed by heat to prevent spoilage. 
without crushing or breaking. 


Backing this rule of ‘‘do the best you can” are findings which recite the 
difficulties. What can be put into a container is found to be dependent 


“upon the method of packing and upon the shape, size, degree of maturity, and 
specific gravity of the units 


Moreover, it is recognized that possible fill is aisc controlled by 


“the size of the container [and] the form, size, firmness of units |and! the necessity 
for having sufficient liquid to insure proper processing, and other factors. 


Nevertheless, the Administrator concluded that 


“Assurance to the consumer of a can full of [fruit] can be obtained only by a re- 
quirement as to the quantity put in the container.” 


On this basis, the precatory rule of filling so as not to damage what you 
are packing was incorporated in the regulation.** The result is a manu- 


facturing direction and not a measurement which can be applied to the 
finished product. 

“ Even in these instances judgment was paratively few slack filled cans,’’ those 
not easy. For if the drained weight was marketed contained as much as the pack- 
fixed too high, less packing medium could ers, ‘“‘using reasonably good factory prac- 
be used, and the longer processing which tice,"” could put in them. Moreover, it 
would be necessary might disintegrate the was found that canners, in the light of the 
product. In one case, now pending, the inherent variables, did their best and em- 








claim is made that the effect of the stand- ployed ‘“‘inspectors to insure proper fill- 
ard of fill is to impair the quality of the ing.’" These findings perhaps support the 
product, result. Even more, they raise some doubt 

% The findings in each case went on to as to the necessity for issuing any stand- 
state that, with “‘the exception of a com- ard of fill. 
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The question lurking in all of this is of far wider interest than the 
It is whether any standard is valid where it obviously 
Conceivably, enough data 


canning industry. 
can be enforced only by factory inspection. 
might be assembled to tell from the product where and when you find it 
whether it was manufactured in a particular way. But this is a complete 
inversion of purpose. The consumer is interested in what she gets, not 
in what has been previously done. Where, as in these instances, the 
variables are so great that later examination cannot yet be correlated to 
previous practice, it would seem that the standard has meaning only on 
the assumption that there is virtually continuous factory inspection.** 
That this type of continuous process inspection is authorized by Section 
704 is open to doubt. That present enforcement budgets and field practice 
contemplate it is also questionable.*® It can be urged that where Con- 
gress desired to authorize factory inspection or factory licensing, it al- 
ways specifically provided for it. (See Section 404 (a).) On the whole, 
it might be preferable to base standards of fill on methods of examination 
of the finished product, and, if necessary, to delay their issuance until such 
methods have been developed. 


Where a product does not conform to the standard of fill, the regu- 
lation usually provides that it shall bear the general statement of 
substandard fill. This consists of a label designation in specified type, en- 
closed in a lined rectangle, containing the legend Below Standard In Fill. 
Occasionally, however, more specific labeling to indicate the degree to 
which the can is slack filled may be required.** Here. again. there appears 
to be a wide area of administrative latitude. 


“ How this type of standard of fill, de 
pendent on method of production, could 
be enforced against imported products is 
an intriguing question. 

= Compare the views of the Chief of the 
New York Station of the Food and Drug 
Administration: ‘‘The Food and Drug Ad- 
ministration has long held the view that 
the logical place to find a violation is at 
the point where it occurs. Objective sam- 
pling is wasteful, time consuming, and un- 
certain of result. The place to determine. 
for instance, whether a product is being 
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produced under sanitary conditions is at 
the factory, where all the supporting facts 
are at the hand of the investigator. For 
that reason, the work plan of the Food and 
Drug Administration begins to operate at 
the factory."" McKinnon, Field Observa- 
tions on Food, Drug, and Cosmetic Law 
Enforcement, 2 Food Drug Cosmetic Law 
Quarterly (1947) 302, 306. 

%* FE. g.. a slack filled can of oysters must 
be labeled, ‘‘B2low Standard In Fill—A can 
of this size should contain oz. of 
oysters. This can contains only oz."’ 
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IV 
Procedural Safeguards 


“It follows that if the order of the Secretary 
[ Administrator] is to be valid, the Government 
must have placed in the record at the hearing its 
evidence in support of the action taken and there- 
by afford opportunity for persons affected to con- 
trovert viva voce the Government's evidence.” 
House Report No. 2139, Seventy-fifth Congress, 
third session, April 14, 1938, p. 10. 


The procedure for the formulation of food standards has been de- 
scribed as “legislation by litigation.” Its requisite elements are: (1) a 
public hearing pursuant to adequate notice; (2) detailed findings of 
fact; and (3) the findings and order based on substantial evidence of 
record. To ensure compliance with these procedural requisites, immediate 
and direct court review is afforded, and collateral attack is likewise avail- 
able in any prosecution or seizure based on the standard. Whether these 
requirements are more advanced, different, or superseded by the Admin- 
istrative Procedure Act of 1946, may be left to others to develop.** Taken 
together, they appear to reflect the Congressional belief that freedom of 
enterprise should be the general rule, and governmental regulation the 
necessary exception. In short, there must be an affirmative basis for 
regulation. Section 701 is designed to require that the existence of public 
need be found, that the supporting facts be affirmatively adduced and 
tested in open hearing, and that administrative determination be made 
only on an objective examination of what is in the record. The Adminis- 
trator’s judgment on an adequate record is final, but whether he has had 
enough on which to judge and has judged fairly can be scrutinized. 


Whether this prescription for trial methods in rule-making is a prac- 
ticable mode of government remains to be seen. A consideration of some 
of the difficulties, which have thus far arisen in the attempt to follow it, 











5? Generally speaking, little change seems 
to be required. See Goding, The Impact 
of the Administrative Procedure Act on 
the Administration of the Federal Food, 
Drug, and Cosmetic Act, 2 Food Drug Cos- 
metic Law Quarterly (1947) 139, 150-52; 
Markel, The Impact Of The Federal Ad- 
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ministrative Procedure Act On The Federal 
Food, Drug, and Cosmetic Act, New York 
University School of Law Institute Pro- 
ceedings, The Federal Administrative 
Procedure Act and the Administrative 
Agencies (1947) 389. 
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may aid in the evaluation.** In anything that is said, it is necessary to 
remember that the process was novel, that there were few men to do much 
work, and that it is difficult to act judiciously at all times—particularly 
when one’s own proposals, sincerely believed to be in the public interest, 
are being assailed with vigor. Plato’s hope that for a better world kings 
might become philosophers and philosophers kings often finds an echo 
in the suggestion that administrators might learn how to be better judges 
and reviewing judges perhaps have a stint as administrators. 


A. The Hearing 


As one objector eventually expressed it, “if it ain't in the record, it 
ain't so.’ This adequately reflects the statutory insistence that the order 
be based only on substantial evidence of record. In a sense, limiting 
administrative rule-making only to evidence of record is a paradox. The 
task of formulating the regulation is entrusted to administrative officials 
because of their training. They are qualified to judge better because of 
what they already know. The requirement that the record disclose every- 
thing entering into the judgment is somewhat inconsistent and causes the 
difficulty, later discussed, of determining how large a record must be 
developed to be adequate. 


Nevertheless, the hearings under Section 701 serve a twofold pur- 
pose. They afford the vehicle for production of the substantial evidence 
on which the regulation must be based. It is probably immaterial whether 
the Government or anyone else introduces such evidence; but without it 
the technical predicate for a valid order is wanting. Beyond this, there 
are excellent reasons for a hearing which would have force even if further 
procedural requirements did not exist. No greater safeguard against 
ill-advised or arbitrary action exists than to require that he who would 
act must appear and articulate at least the immediate facts on which he is 











% ‘‘Safeguards must also be institutional- 
ized through machinery and processes. 
These safeguards largely depend on very 
high standards of professional service, an 
effective procedure (remembering that ‘in 
the development of our liberty insistence 
upon procedural regularity has been a 
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large factor’), easy access to public scru- 
tiny and a constant play of alert public 
criticism, especially by an informed and 
spirited bar.’’ Frankfurter, The Public 
and Its Government (Yale University Press, 
1933) p. 159. 
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acting, and why he thinks the desired result will be achieved.*® The Act, 
as interpreted in the Rules of Practice for Hearing. goes further and per- 
mits cross-examination by anyone.” The Attorney-General’s Committee 
early noted that this gives “greater satisfaction to the parties” and affords 
a “check to which the evidence and arguments may be subjected by 
counter-evidence, cross-examination, and argument.” 


Sometimes the proceeding gets out of hand. “Any person” may 
object, cross-examine, and, unfortunately, argue. The exciting discovery 
that one need not be a lawyer to cross-examine is too tempting; a secretly 
harbored conviction that but for fate another Erskine was born, can be 
gratified. The Presiding Officer is properly indulgent, particularly where 
the newly born advocate has no counsel. Typically, the witness is ha- 
rangued; long, winding questions are asked embcdying the views and 
sometimes the autobiography of the questioner; and sometimes the wit- 
ness is simply badgered. A skillful witness often frustrates the amateur 
lawyer. The latter quickly picks up superficial tricks; asks that the record 
be read back; throws his personal discourse into the form of a “hypothet- 
ical question’; and insists that he is merely checking the witness’ qualifi- 
cations in his own way. What results is sometimes not a record but chaos. 


The result, however amusing, has serious consequences. Facts are 
confused. The record becomes confounded and costly. There is some 
evidence or talk on everything. Not only might any finding be supported 
by testimony, but intelligent court review of this kind of transcribed con- 
fusion becomes extremely difficult. In addition, some of the hearings 
seemed to go on endlessly. One group of cherry canners arrived on the 
announced date, in response to a notice of a hearing on canned fruits, 
and could not be heard until a week later. Necessarily, the burden on 


both the Government and everyone else is measurably increased.” 





*® The Attorney-General’s Committee con- 
cluded in 1941 that, even where the statute 
did not so require, ‘‘The practice of hold- 
ing public hearings in the formulation of 
rules . . . should be continued. . . . Here, 
as elsewhere in the administrative process, 
ultimate reliance must be had upon admin- 
istrative good faith—good faith in not dis- 
pensing with hearings when controversial 
additions to or changes in rules are 
contemplated.’’ See Final Report of the At- 
torney General’s Committee on Administra- 
tive Procedure (1941) 108. Compare also 
the Committee’s suggestion that there be 
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an annual report to Congress of all regu- 
lations issued or refused, Jd. 120. 
*® Subject to limitation to prevent undue 


prolongation of the hearing. Section 2.707. 
* Final Report of the Attorney General’s 

Committee on Administrative Procedure 

(1941) 110. 

* The physical size of the record may 
become particularly troublesome because 
the present Rules nominally afford only 
twenty days for filing exceptions to a pro- 
posed order. (Section 2.714.) Their pre- 
paration in this period, against a lengthy 
and confused record, is no light task. 
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Available remedies to secure a better hearing are not easy to suggest. 
To a large extent, the caliber of the Presiding Officer is determinative. 
No one suggests that the opportunity to be heard be limited to lawyers. 
Perhaps more extensive use of informal conferences with the Food Stand- 
ards Committee —outside the statutory hearing and considerably prior to 
it—will permit crystallization of issues, will indicate what needs be ad- 
duced for a complete record, and will focus attention on what usually are 
only the few controversial issues.** 


At the present time, the Committee is a forum tor informal presenta- 
tion of information. In many instances, reluctance exists in frankly pre- 
senting the facts and inherent difficulties. This appears to flow from an 
unwarranted apprehension that either the Food and Drug Administration 
or industry representatives may in the future be bound by these informal 
discussions. What is needed is more of the conference table approach— 
a frank exploration of all of the issues, forthright comment by all present, 
discussion and evaluation of the available scientific literature, and pos- 


sibly even suggestions as to how an adequate record may be developed at 
the hearing. Possibly the Presiding Officer, later to conduct the formal 


hearing, could attend and become acquainted with the subject matter. 
Insofar as possible, these pretrial techniques could be profitably pursued. 


Other aspects of the hearing procedure are currently being reviewed 
by the Administration and by a committee of the Food and Drug Section. 
Mr. Markel has discussed the problem of admitting scientific treatises in 
evidence.** This is part of the basic difficulty that in these hearings wit- 
nesses usually testify against a subsumed background of industry infor- 
mation. What everybody is supposed to know is not of record, nor is it 
feasible to develop a comprehensive treatise on the art of canning, bread 
baking, or flour milling. Yet often it is revealed after the hearing that the 
inarticulated premises of Government and industry witnesses were dif- 
ferent. Here, again, the skill of the Presiding Officer, and of counsel, 
together with the advance identification of controversial issues, may be 


helpful. 





% In its statement on Organization and mal public hearings.’’ 11 Federal Register 
Procedures, published pursuant to the Ad- 177A-543, September 11, 1946. This work 
ministrative Procedure Act, the Agency could be expanded and this statement am- 
said: “The Food Standards Committee plified. 

usually holds informal public hearings, * Markel, Federal Food Standards, 1 
after appropriate notice, on proposals to Food Drug Cosmetic Law Quarterly (1946) 
formulate definitions and standards of 39. 

identity for food to be announced for for- 
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Related to the kind of record which may be evolved is the question 
of notice. The statute requires thirty days’ notice setting “forth the pro- 
posal in general terms... How much notice is enough is both a question 
of fundamental fairness and likewise a legal prerequisite to a valid order. 
In several early instances, the published proposed regulation embodied 
requirements which did not appear in the notice, were not mooted at the 
hearing, and were deemed important.®* (The propriety of the notice 
given has bearing also on the problem of so-called negative findings dis- 
cussed later. ) 


Whether thirty days’ notice is sufficient depends upon what is done 
informally prior to hearing. Insofar as the Government is concerned, the 
expanded use of the Food Standards Committee exploratory meetings is 
highly desirable. Beyond this, early official announcement of the inten- 
tion to call a hearing—often given and a highly desirable practice—will 
permit adequate preparation and participation by industry. This is the 
touchstone, not only for protection of a particular interest, but also to 
facilitate the administrative job. To it final reference will be made. 


Other suggestions to improve the hearing are often advanced. The 
revision of the Rules to permit interchange of scientific papers, use of 
which is contemplated, might be desirable; but since the number of ‘other 
parties” is indefinite, some type of public or published service will be nec- 
essary. Other pretrial techniques are not readily adaptable. Mr. Mar- 
kel'’s suggestion * that the method specified in Section 507 for penicillin 
and streptomycin standards might be used, is provocative in that it re- 
serves for public hearing only the controversial issues. This will necessi- 
tate a revision of the Act, and there is some doubt whether a procedure, 
narrowly channelized and founded on protection of public health, is 
adaptable to resolution of the different and complex economic issues con- 
cerned in food standards. What might happen would be the filing of ex- 
ceptions to so many things that the resulting hearing would be as compre- 
hensive as that now provided. Lastly, it seems clear that the burden of 
establishing the facts underlying the need for the regulation would shift. 
With expansion of the conference procedure through the Food Standards 


SE. g., the proposal to require that *% A Postscript to the Papers of the Sec- 
“cane sugar’’ and ‘“‘beet sugar’’ be sepa- ond Annual Meeting of the Section on 
rately identified on the label of canned Food, Drug and Cosmetic Law, 2 Food 
fruits. In this instance, the point had not Drug Cosmetic Law Quarterly (1947) 216, 
even been raised in informal! discussion. at 225. 
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Committee, a further period for trial and development of the present 
method prescribed in Section 701 might be preferable to statutory 
changes. 


B. Detailed Findings of Fact 


“The administrative process will best be vindi- 
cated by clarity in its exercise.’ Phelps Dodge 
Corp. v. Labor Board, 313 U.S. 177,197 (1941). 


The finding of facts by a trial judge is one of the most sensitive and 
delicate parts of the judicial art. Respect to it is paid in Rule 52 of the 
Federal Rules of Civil Procedure ® and in a multitude of appellate deci- 
sions.** Transposition of the phrase to administrative activity should not 
obscure important differences in function. Usually, the trial judge sees 
and hears the witnesses, and seldom is his judgment on credibility dis- 
turbed. In the administrative process under Section 701, the Presiding 
Officer alone meets the witnesses, and the Administrator's decisions (as- 
suming his detailed exploration of the record on key issues) are made on 
an impersonal transcript. A judge is aided by proposed findings filed by 
the parties; and this practice, though permitted, is not followed exten- 
sively in standard-making proceedings. Moreover, the trial judge en- 
deavors to make findings on all controverted issues: he seeks to record his 
judgment and present an adequate picture of all of the relevant testimony. 
What sometimes happens in food standard findings will be reviewed. But 
more important is the fact, unavoidable in rule-making, that in effect those 
who are parties to a controversy ultimately participate in its decision and 
in the preparation of the findings on which in large measure judicial review 


99 


will turn. 

* Rule 52 (a) specifies that findings of findings and the collective character of 
fact by a trial court shall not be set aside present administrative judgments, see 
unless clearly erroneous. Markel, The Import of the Federa] Ad- 

8 E. g., Alabama Power Co. v. Ickes, 302 ministrative Procedure Act on the Federal 
U. S. 464, 477 (1938); United States v. Food, Drug, and Cosmetic Act, New York 
Aluminum Co. of America, 148 F. 2d 416, University School of Law Institute Proceed- 
433 (1945). Comparable respect is not ings, The Federal Administrative Proced- 
always extended to findings of ultimate wre Act and the Administrative Agencies 
fact which in reality involve applying a (1947) 394-96. Formal recitation by way of 
rule of law to particular facts of record. conclusion that ‘‘honesty and fair dealing’’ 
See Baumgartner v. United States, 322 U. S. will be promoted should be distinguished 
665, 670 (1944); Stern, Review of Findings from requisite detailed findings of fact. 
of Administrators, Judges and Juries, 58 Though the opinion is far from clear, 
Harvard Law Review (1944) 70, 113. Twin City Milk Producers Ass’n v. McNutt, 

* For an interesting critique of the ear- 123 F. (2d) 396, 398 (CCA-8; 1941), sug- 
lier ‘“‘ivory tower’’ handling of proposed gests that this recital is not required by 
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Consequently, the administrative findings, both proposed and final, 
made in response to the statutory requirement that they be detailed, offer 
a revealing index of how evidence is treated. Without doubt, most law- 
yers are prone to view critically any findings against therm made after a 
long hearing. But the findings proposed and ultimately made in a few 
standard proceedings are unduly provocative. In some respects they 
invite discussion and warrant suggestions for improvement. 


In the hands of a critic, the occasional is often distorted into the 
typical. Lest this charge be made, it should be understood that the criti- 
cisms voiced in this discussion of findings and substantial evidence are 
fortunately not very often applicable. But one troublesome episode over- 
shadows a wide area of meticulous effort. Because this is true, instances 
which have evoked doubts are worth examination by those who are inter- 
ested in improving the procedure. Equally important is the fact that in 
almost every case, the ultimate judgment is sound; how it appears to have 
been reached, as reflected by the findings, is the source of difficulty. Not 
unlike people, administrative agencies acquire reputations with the courts 
and the public as much from the unusual and apparent as from the typical 
and actual. 


In the first place, there is a tendency to write up the evidence to sup- 
port the decision and to write down or disregard the evidence the other 
way. Whether there is “substantial evidence” is a separate and con- 
trolling question. But it cannot be answered by emulating the technique 
of Greatauk in “Penguin Island” in drawing findings. The point may be 
delicate, yet it preferably should be fairly faced to ensure validity and to 
command respect for what are intrinsically fair and sound judgments. 
In one early proceeding, the proposed findings devoted five and one-half 
columns of the Federal Register to summarizing the testimony of one 
Government witness, and made no mention of the testimony of four quali- 
fied industry witnesses, and only brief mention of a fifth on the same 
issues. This may be a form of advocacy, but it is hardly adequate finding 
as to the facts of record. 


Another charge of the same kind is that what is in the record is 
neither quantitatively nor qualitatively reflected in the findings to disclose 


law, but is simply an added control im- suggest. ...’’ If so, the added requirement 
posed by the courts ‘‘as their own conven- is hardly onerous. 
ience and orderly functioning fittingly 
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the judgment made. Legally, it is clear that one may not pick and choose 
in the record, disregarding or ignoring the relevant evidence of anybody. 
Palpable neglect to consider testimony constitutes arbitrary action which 
will vitiate the regulation. This is the dividing line between law and arbi- 
trary power. As the court said in the Staley case, ‘‘the requirement of 
essential findings does not require an impracticable exactness’ yet ‘the 
right to present evidence is a barren one if the trier of facts fails to con- 
sider it."'°° But in many instances the point is not so much what decision 
has been made, but how it appears to have been made. Where findings 
on a controversial issue consistently dispose of numerous industry wit- 
nesses by reciting merely that ‘there is some evidence” and invariably 
sum up a Government witness’ testimony by a categorical statement of 
the fact to which he testified, it is difficult to convince critics that the rec- 
ord is being evaluated without bias.*** No matter what the record is in 
fact, this kind of drafting of findings does an injustice both to those who 
testify and those who decide. In writing his opinions, Mr. Justice Bran- 
deis was most concerned that he had fairly considered and adequately 
discussed every arguable point made by the losing party. A comparable 
concept in the preparation of findings would pay dividends in winning 
an understanding both of the difficulty and the fairness of the adminis- 
trative decision. 


It is possible that in some measure these troublesome techniques may 
flow from administrative timidity or reticence. Often there is directly 
conflicting testimony by equally competent witnesses. To decide an issue 
of fact, one man may have to be believed and ancther disbelieved. In- 
stead of a candid finding on credibility—that of conflicting testimony the 
Administrator has accepted one view rather than the other *°*—there 
may be the tendency to write up one view in a finding and write down the 
other. This may be easier or more gentle, but probably is not worth the 
price it exacts in criticism and misunderstanding. 








1° Staley Mfar. Co. v. Secretary, 120 F ™ Though unwarranted, this feeling gives 
(2d) 258, 261 (CCA-7: 1941). Proposed rise to such statements as, ‘‘Most manu- 
findings are usually issued with record and facturers enter these hearings with the 
exhibit references, and the additional fol- feeling they have two strikes on them 
lowing hedge: ‘‘The page references to before they start.’’ Peters, Are Food 
certain relevant portions of the record are Standards Assets or Liabilities?, 18 Food 
fer the convenience of the reader. How- Industries (1946). 
ever, the findings of fact are not based #2 A forthright rejection of evidence as 
solely on that portion of the record to not credible is sometimes made in the case 
which reference is made but upon consid- of affidavits, but seldom does the issue 
eration of all the evidence of record.’’ appear to be faced with a witness's testi- 
Occasionally, this qualification is not in- mony. 
cluded. 
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In the second place, there is some confusion wn the subject of nega- 
tive findings. These take the form of conclusions from the absence of 
evidence. Inclusion of an optional ingredient is requested. Its use is 
shown and nothing else. On this record, may the Administrator find, as 
once proposed, that there is no basis for determining that permitting use 
of the ingredient in the product will promote honesty and fair dealing in 
the interest of consumers? *°* A similar question may arise where an 
amendment is asked on the ground that a standard has in practice turned 
out to be unreasonable. This issue will loom more acutely on requested 
revision of standards where new ingredients are proposed.’ The pitfall 
lies in failure to remember that a refusal to change the standard is equiva- 
lent to an affirmative regulation outlawing use of the ingredient. Of 
course, if an ingredient is deleterious, it may be forbidden if the record 
adequately discloses that it is not wholesome. Or if the evidence demon- 
strates that its use will lend itself to fraud, or insanitary practices, or 
concealment of inferiority, these are proper reasons for excluding an 
ingredient. But where none of this is shown on the record, can the 
Administrator lawfully refuse to recognize an ingredient, or refuse to 
amend a standard of identity, merely by finding that there is no evidence 
that to do so will promote honesty and fair dealing in the interest of con- 


sumers? It would seem that a negative finding of this sort can hardly 


support a change in the fundamental rule that administrative regulation 
requires an affirmative showing of public need. Forecasting what the 
substantive decision will be may be hazardous, but it seems clear that 
affirmative regulation cannot rest on negative findings.’” 


C. Substantial Evidence of Record 


“Mr. Robertson. In referring to the honest- 
to-God investigation of what is and what is not 
substantial evidence, would not the court also 





“In the Staley case the record did not 
appear to show prior commercial use. 

The Rules of Practice provide that 
those who want the standard changed are 
first heard, but this cannot change the fun- 
damental requirement that any regulation 
must be based on facts showing its need. 

1% There is little basis for supposing that 
the rule is different for original standard- 
ization regulations than for amendments. 
Original exclusion must rest on record evi- 
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dence showing the necessity for outlawing 
use of the ingredient. But if it is argued 
that any subsequent change throws the 
burden on the applicant for change, the 
result would be to nullify in large meas- 
ure the provisions of Section 701 for 
amendment of standards. Any wide use 
of the negative-finding technique would 
strengthen the argument that standards 
have the effect of freezing methods of 
manufacture. 


Food Drug Cosmetic Law Quarterly— December, 1947 





give consideration to evidence of the ultimate 
fact which the Secretary [ Administrator | is find- 
ing as distinguished from opinion evidence? 


“Mr. Lea. That is very true. Opinion evidence 
might become worthless in view of concrete indis- 
putable direct evidence.’ House Debate, June 
13, 1938, 83 Congressional Record 9097.** 


The language of Section 701 makes it clear that any regulation must 
be based “‘only on substantial evidence of record at the hearing.” It is a 
fair observation that, in almost all contested standard proceedings, vigor- 
ous exceptions have been filed challenging the proposed order on the 
ground that substantial evidence was lacking. Despite the record of 
judicial approval,’®’ it is on this issue that the proceedings up to this time 
are possibly subject to warranted criticism. 


Court decisions offer compelling general language as to the meaning 
of ‘substantial evidence."” The road through the cases is long and need 
not be traversed beyond the cogent remark of Mr. Justice Stone that 
“Substantial evidence is more than a scintilla, and must do more than 
create a suspicion of the existence of the fact to be established.” #°* What 


has evoked criticism have been practical questions of proof which have 
emerged in actual proceedings. They are important wholly apart from 
whether they might run the gamut of judicial scrutiny on appeal. Eventu 
ally, some of them might endanger the entire process. 


Cardinal is the problem of opinion evidence. The Rules of Practice 
hopefully prescribe that, ‘opinion evidence shall be admitted when the 
presiding officer is satisfied that the witness is properly qualified’ (Sec- 
tion 2.707 (d)). This throws no light whatever on the weight to be given 
such evidence. In the very early proceedings, particularly those to stand- 





% There was considerable Congressional 
apprehension about opinion evidence, typi- 
fied by the following: 

“Mr. Buck. ‘Substantial’ is not going to 
mean evidence based on a lot of opinions 
that some bureaucrats would seem to want 
to offer? 

“Mr. Lea, No.'’ 83 Congressional Record 
9097. 

1 Out of nine cases, only one standard 
has been invalidated by a District Court, 


Mandatory Food Standards 


see United States v. Lord-Mott Co., 57 F. 
Supp. 128 (DC Md. 1944). 

™8 National Labor Relations Board v. 
Columbian Enameling Co., 306 U. S. 292, 
300 (1939). See also Consolidated Edison 
Co. v. National Labor Relations Board, 305 
U. S. 197, 229 (1938); and, generally, 
Stephens, Administrative Tribunals and the 
Rules of Evidence (Cambridge, 1933). 
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ardized canned foods, a witness would describe the product, advert 
briefly to the proposed standard, and then be asked, 


“Based on your judgment, training, and experience, do you believe that the proposed 
standard is reasonable and will promote honesty and fair dealing in the interest of 
consumers?” 

The not unexpected affirmative answer was usually cited as substantial 
evidence. Where a controversy developed, the early tendency was to 
build up the expert instead of the facts, and often the final order was 
based more on one man’s opinion about the facts (largely subsumed ) than 
on the facts themselves. 


Not unnaturally, this led either to an attempt to discredit the qualifi- 
cations of the opposing challenged expert or to the effort to produce a 
better one to overbalance him.’ It looked for a time as though hearings 
would mean and substantial evidence consist largely of a battle of experts. 
In this game, the Government usually came off best. 


At the heart of this controversial area is the use of the Administrator's 
own employees as expert witnesses.’*® Difficult indeed has been the lot of 
one Departmental official who has been put in the unique position of being 
presented and qualified as an expert on flour, bread, cheese, evaporated 
milk, tomatoes, peas, oleomargarine, oysters, beans, corn meal and most 
other products. In each instance, his assigned task has been to present 
general observations, to qualify himself as an expert, and to offer opinion 
testimony as presumably responsive to the data presented by others. In 
large measure, these difficulties derive from the limitations of staff and a 
commendable abundance of zeal in the advancement of this standard- 
making program. Yet these factors do not lessen the task of industry 
counsel, who must reluctantly seek to establish lack of qualification. Al- 
though, with all due deference, no one could be an expert on all these 
subjects, the gentleman in question is a splendid witness and the job of 
cross-examination is far from easy. Nor does lack of staff change the 
fact that anyone’s opinion, absent factual basis, is not substantial evi- 
dence. 





1 Unfortunately, this sometimes led to 
unhappy cross-examination, to discussions 
ad homine, and even to charges of ‘‘in- 
spired evidence.”’ 

10 In one instance, it was suggested that 
the entire order was void because the same 
employees were charged with having pre- 
pared the proposal, testified as experts in 
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favor of it, and thereafter participated in 
drafting the proposed regulaticn. It is 
doubtful whether such separation of func- 
tions is legally essential to validity. But 
the issue remains as to the substantiality 
as evidence of the Departmental employee's 
opinions. 
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No one challenges the technical competence of Departmental experts 
on questions of technical fact—what testing methods are available, what 
chemical analysis of a product has shown, or what the scientific literature 
discloses. This is their job; these men are skilled; and this basic data is 
essential for an adequate record. It is only where opinions are substituted 
for testimony as to facts, where these opinions concern non-technical 
issues such as consumer understanding or economic effect, and particu- 
larly where the opinion advanced is in reality a judgment on the entire 
case, that procedural regularity can be questioned and the issue of sub- 
stantial evidence be raised.*™ 


Thus, while Section 701 does not preclude determination of tech- 
nical questions by competent experts rather than by lawyers or courts, it 
does not contemplate that unsupported conclusions, even by a govern- 
ment expert, shall control. As once put, the procedure envisages that the 
expert shall be on tap, not on top. Where decision rests on “opinion” 
evidence—even on “judgment, training and experience” as a ritual for- 
mula—mere opinion alone is not substantial evidence. On any issue of 
reasonableness, for example, it is obvious that government experts, if their 
competence is established, may honestly express one opinion, and equally 
experienced and competent industry experts may with equal honesty 
express another. But unless the standard-making procedure is to revert 


to the ancient trial by compurgation or to a contest as to who can marshal 
the greatest number of experts with opinions, resort must be had in such 
cases to the underlying facts on which such opinions are based. 


Two other things need be said on this point. On no theory of the 
law of evidence or the fundamental propriety of an administrative pro- 
ceeding can the opinions of any witness, given merely by way of comment 
upon the fact testimony of others, be deemed to have any substantial 
probative value in negativing the existence of the fact. It is doubtful 





1 Professor Laski, certainly no opponent The plain man, asserts Professor Laski, 
of the administrative process, has taken the “represents, at his best, supreme common 
position that on any problem of govern-_ sense in relation to expertise. He indi- 
ment the ultimate judgment should be ex- cates the limits of the possible. He meas- 
ercised not by the expert but by the ures what can be done in terms of the 
amateur. He insists that the expert ‘‘dis- material at his disposal. . . . The import- 
likes the appearance of novel views,”’ pos- ance of the plain man’s judgment is, in 
sesses an ‘‘expert’s caste-spirit,’’ and ‘‘in short, the foundation upon which the ex- 
fact, simply by reason of his immersion in pert, if he is to be successful, must seek 
a routine, tends to lack flexibility of mind to build.’’ See Laski, The Limitations of 
once he approaches the margins of his The Expert, 162 Harper’s Magazine (1930) 
special theme.’’ 101, reprinted in Gellhorn, Administrative 

Law (1947) 64, 67, 69. 
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whether there can properly be resort to opinion evidence except where the 
question is so technical that an ordinary man would not be qualified to 
draw conclusions from the facts presented. This would certainly be true 
on any such issue as to what was the common or usual name of a food 
product. To ascertain the name by which a food is known and labeled 
is not a complicated technical inquiry necessitating experts, but requires 
merely the reporting of simple facts. This, again, does not mean that the 
Department's technical staff may not exercise a judgment on technical 
data. It means that there must always be adequate data for judgment. 
Speculation even on technical questions is still speculation, and can play 
no proper part in law making on facts.” 


But hardly debatable is the contention—which has been so often 
advanced that it may sometimes have been true—that a government wit- 
ness’ opinion has been considered as substantial evidence even when nu- 
merous opposing witnesses testified to facts contradicting his opinion. In 
such circumstances, the unsupported opinion appears to be a hollow reed 
upon which to base an administrative determination and, if presented on 
a clear record, will undoubtedly draw judicial disapproval. 


A somewhat related question of substantiality arises out of testimony 
concerning laboratory experiments. Here the usual charge is that what 
has been done is a scientific curiosity unrelated to commercial operation or 
problems. The issue is not one of personal qualification but, again, of 
fact. It exemplifies the broader question of the difference between con- 
tradicted and uncontradicted evidence. To a high degree, any fact as- 
serted on the record, and neither challenged nor contradicted by other 
facts, may be accepted.'** But where there is controversy and contradic- 
tion, the task of decision turns on winnowing out the fact from opinion 
or the true from the false. An experiment may be accurate. It may or 
may not be a proper analogue to commercial practice. These are two 
separate questions resting on different facts. Opinions on each issue may 
be helpful, but in the face of actual data they should not be controlling or 
regarded as substantial evidence. Thus a laboratory experiment may be 





12 By way of illustration, a _ personal affidavits are of limited value can hardly 
predeliction for a particular name for a be challenged. Markel, Federal Food 
food is neither a fact nor a scientific opin- Standards, 1 Food Drug Cosmetic Law 
ion, no matter who offers it. Quarterly (1946) 39. They are, however, 

18 Recognition of the value of cross-ex- useful where background information, such 
amination underlies the caveat in the rules’ as production figures, stocks on hand, etc., 
about the weight which may be attached to are needed and cannot be directly obtained 
affidavits. Mr. Markel’s observation that for the record. 
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highly illuminating. Yet where the record discloses that it departed rad- 
ically from commercial practices, it is not substantial evidence as to the 
reasonableness of a regulation containing requirements founded upon 
such experiment. 


Any determination as to what is substantial evidence means that 
testimony must be realistically evaluated. It is here that the lawyer is 
often puzzled by the apparent failure of some administrative officials to 
appreciate what any judge, and most juries, innately understand. The 
hearsay rule is not applicable to standard hearings. But this does not 
mean that anything presented at a hearing is substantial evidence. To 
offer one of many examples: on the issue whether a required fill had re- 
sulted in impairment of the quality of a canned product, testimony was 
presented summarizing the results of a survey by Food and Drug field 
inspectors. These officially identified gentlemen had called upon distrib- 
utors and inquired whether the quality of what was currently being sold 
was poorer than what had formerly been sold. Most of those asked said, 
“No”; the tabulation was offered as evidence; and, in the face of con- 
flicting direct testimony, made the basis for a proposed finding that 
quality had not been impaired. This is asking a lot of human nature. 
Without exploring the subtleties of the res gestae exception to the hear- 
say rule, or debating whether citizens always give honest answers to 
government inspectors, the absence of any opportunity to cross-examine 
such tabulated hearsay, secured under these circumstances, destroys its 
value as substantial evidence. 


Occasionally found is the apparent acceptance of sheer speculation 
as substantial evidence. This takes the form of earnest testimony that if a 
particular practice should have a particular result, then it would be dis- 
advantageous to the consumer. Cross-examination may reveal complete 
doubt as to whether the assumed result ever occurs. Yet this type of ‘‘if it 
happens, and I don’t know whether it does happen” testimony is some- 
times taken as substantial evidence that the results will happen, and used 
as the foundation for a regulation designed to prevent their occurrence. 


All of these questions come into sharp focus on the controlling ulti- 
mate issue of what will promote honesty and fair dealing in the interest 
of consumers. Decision requires some facts as to what the consumer 
thinks, what her interests are, what are her prevailing concepts as to the 
identity and composition of foods, what might or might not cause confu- 
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sion, and what she might or might not deem acceptable in a food product. 
This is the most elusive corner of the whole problem of substantial evi- 
dence in these proceedings. However competent technically, no matter 
how happy their individual experiences may have been, government chem- 
ists, bacteriologists, or other scientific experts are not per se qualified to 
answer these questions. By the same token, neither are canners or other 
food manufacturers. Trade facts concerning the distribution and expand- 
ing acceptance of a particular product are relevant to the issue but may not 
be controlling. 

The collective noun, consumer, has content but not specific identity. 
Its range covers all sections of the country, all economic levels, all tastes 
and preferences, and presumably all standards of cooking. To impound 
the collective opinion of so vast a group necessitates either the use of in- 
formed experts on these specific matters or some survey technique. As 
previously noted, experts should carry no more weight than their experi- 
ence and information. And substantial evidence is required. Individual 
housewives are not qualified to answer for a nation of consumers. Nor by 
any realistic standards can the testimony of organization representatives 
be always accepted as the equivalent of a poll of their membership. Sel- 
dom do they testify to anything that properly could be termed evidence. 
Too often the venturesome effort at cross-examination of these ladies 
reveals that they carry a broad mandate and that the authority and dis- 
cretion delegated to them to speak for all American women has appar- 
ently no bounds. Occasionally they even assert knowledge of broad 
consumer views with respect to technical niceties first developed earlier in 
the hearings. 


Qualified experts with wide knowledge of consumer preferences have 
been helpful. Yet often, if called without previous opportunity for 
inquiry, they candidly disclaim knowledge of consumer preferences on 
specific points. And the invitation to make a preliminary canvass often 
results in later argument about who underwrote the project, the objec- 
tivity of the method, and the acceptability of the evidence.'"* 





™ There appears to be considerable re- 
luctance to answer questions where the 
informant is told that the information may 
be produced in a governmental inquiry. 
Many people have a strange fear that this 
will bring down upon them representatives 
of the F. B. I. Others do not want to be 
put in the position of opposing the views 
of any governmental agency. Yet failure 
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to state the purpose for which questions 


are asked is often fatal; and in one in- 
stance a letter survey made by a qualified 
nutritionist, on a confidential basis, was 
refused admission because the names of 
those who replied were not revealed. On 
the other hand, a more or less informal 
canvassing of consumer opinions by cherry 
packers was admitted. 
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Perhaps the answer lies in carefully organized opinion polls. These 
are costly, and the problems of formulating unloaded questions and se- 
curing an adequate statistical base open a wide door for challenge. Yet, 
without adequate direct canvassing of consumer preference, some crucial 
issues may in reality have to be resolved by unenlightened speculation— 
even by experts. Perhaps some type of poll can be devised which, while 
not conclusive, will still be helpful.1** Mr. Markel *** has suggested that 
any properly representative and fairly conducted poll is good evidence 
“if the results are such that the ordinary prudent business man would rely 
on them in making business decisions.’ His further suggestion is that a 
poll planned jointly by government and industry counsel would be ade- 
quate. Yet this still leaves the vital question as to whether the results of 
such polls can be taken as “substantial evidence,’ and, more important, 
whether, in the absence of this type of data, the opinions of one set of 
witnesses are of any greater value than the conflicting opinions of another 
set. On this issue, the answer may lie in a paraphrase of Mr. Justice 
Holmes that one lone fact is worth a ton of opinion. 


V 


Conclusion 


“If we look at it realistically, we see that the 
formulation of food standards is a joint endeavor 
by government and industry. The government is 
looking out for the interests of consumers. The 
industry has its own viewpoint, but there should 
be nothing basically different in industry's view- 
point, it seems to me, and the government's view- 
point, because consumers are the industry's 
customers and anything an industry can do to 





™5 It is interesting to observe that in two uled with a force of 4,000 investigators. 
consumer preference studies, to be con- See Food Field Reporter, October 13, 1947, 
ducted by the Bureau of Agricultural Eco- p. 21. Query: Does the answer lie in fur- 
nomics under the Research and Marketing ther appropriations? 
Act of 1946, on potatoes and citrus fruits, 16 Markel, Federal Food Standards, 1 
scientific door-to-door polls of housewives Food Drug Cosmetic Law Quarterly (1946) 
and hotel and restaurant buyers are sched- 39. 
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promote honesty and fair dealing in the interest 
of consumers is to a long-time benefit of that 
industry."""?" 


These discussions will have wholly missed their mark if they have 
not developed several overall conclusions. Proffering them may be re- 
garded by some as presumptive preaching or the voicing of illusory hopes. 
Yet one cannot participate extensively in standard proceedings without 
coming to believe that all concerned could do better. The job of formu- 
lating adequate and reasonable standards of identity, quality, and fill of 
container for foods is tremendously difficult. It requires a great measure 
of cooperation and an understanding approach both by government offi- 
cials and by industry. The statute contemplates that industry should play 
an active part in their formulation, and good standards will result and 
needless controversy diminish only to the extent that this objective is 
realized. 


As for industry, it should not be difficult to enlist the necessary effort. 
The time has passed when food manufacturers can be unaware of the 
economic importance of the standardization program or retain any doubt 
that it can embrace every food product. What is done before, during, and 
on the basis of the hearings will have an impact upon the operations 
of the affected manufacturers for decades to come. . Maintenance of the 
integrity of particular foods is as important to those who make them 
as it is to those who consume them. Appreciation of the elusive character 
of the controlling economic issues upon which standards depend should 
lead to an alert interest in the program and to an active participation in 
the work of formulating any standard in which a particular manufac- 
turer is interested. The notion, sometimes encountered, that in govern- 
mental inquiries one should “‘say as little as possible’’ contributes nothing 
and will inevitably boomerang. Industry participation in standard mak- 
ing will be effective largely to the extent that it results in the presen- 
tation of complete information upon which administrative judgment can 
be exercised. In this effort, collective activity in necessary research 
through trade associations is not only permissible but is also often the 
most effective method. 





™T Associate Commissioner Charles W. State Bar Association, January, 1947, 
Crawford, informal remarks at the second quoted in 2 Food Drug Cosmetic Law Quar- 
annual meeting of the Section on Food, terly (1947) 221. 

Drug and Cosmetic Law of the New York 
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Insofar as the government is concerned, the observation might be 
ventured that no proposals for particular standards be issued until the 
underlying necessary work has been done. This carries as a corollary 
not only that adequate data be assembled in cooperation with industry, 
but also that some real need for the standard be demonstrated. Informal 
discussion and even possibly joint research with industry would be help- 
ful. Exploration and exposure of troublesome issues should be made 
well in advance, and the Food Standards Committee procedure be fully 
utilized further to iron out in advance as many differences as possible. 
A more judicial approach to hearings, to the evaluation of evidence, and 
in the formulation of findings would in many instances be helpful not 
only to ensure technical validity but also as important instruments of 
better public relations. 


Lastly, it may be a strange observation for a lawyer to urge that 
neither group should approach the problem as litigants. Government 
officials are not here dealing with malefactors whose practices endanger 
the public health. They are not policing or prosecuting, but carrying 
out delegated legislative functions. In doing so they are dealing with 
economic issues of great difficulty and of vital impact on those they affect. 
On its part, industry must understand that it is not being prosecuted by 
a regulatory agency but instead is being afforded a splendid opportunity 
to participate in the. program which Congress has ordained. 


[The End| 


ENACTMENT OF NUTRITION 
STANDARDS SUGGESTED 


Enactment of laws to maintain standards of 
nutrition comparable to the pure food laws was 
suggested by Basil O'Connor, national chairman 
of the American Red Cross, at a dinner of the 
National Vitamin Foundation, because ‘a ma- 
jority of Americans suffer from nutritional 
deficiencies."’ He called for what he termed “‘in- 
sured nutrition” on the basis that standards of 
nutrition are as important as standards of purity 
(Release of National Vitamin Foundation). 
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The Sanitation Program 
of the National Canners Association... 


J. Russet Esty aAnp E. J. CAMERON 


HORTLY AFTER THE FORMATION of the National Canners 
Association in 1907, the members set up in the By-Laws certain 
qualifications for active membership, among which were: “To 

maintain a sanitary canning plant and to conduct the same in a sanitary 
manner.” In 1913, the year its laboratory was established in Wash- 
ington, D. C., the National Canners Association appointed a committee 
on Sanitation, which recommended a set of sanitary requirements for 
canneries at the 1914 Convention of the Association. In 1923, a sanitary 
code was adopted. For nearly 30 years sanitation has been a very im- 
portant consideration in the determination of proper cooks to safeguard 
the health of the consumer. Waste disposal is also a matter of concern 
to canners with respect to sanitation. Hence, for a long time the sanita- 
tion of canneries has been considered important by the industry, and 
canners have become increasingly aware of such benefits of sanitation 
as more efficient operation, better workmanship, fewer accidents and 
greatly improved personnel relationships. 


Doctor K. F. Meyer, in a paper on ‘How California Instituted Sani- 
tary Control in Food Plants,” ? read at the annual meeting of the Institute 
of Food Technologists, June 3, 1947, presented some of the history of 
the procedures which California has found satisfactory in the sanitary 
control of food plants, reviewed the value of blending educational and 
regulatory policies, and offered practical suggestions to be followed in 
the institution of a sanitary program. At the outset, he asserted that, 
‘There is nothing new or revolutionary which can be contributed to the 
sanitation in food processing plants; it is only necessary to see that the 
rather commonplace facts of environmental sanitation are applied,” and 
that the word ‘“‘control,” appearing in the title, “implies police measures 
when in reality the sanitation program under discussion is built upon 
sound educational and organizational principles; this aspect may possibly 








11 Food Technology (1947) 354-363. 
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Mr. Cameron is Director of the National Canners Association 
Research Laboratories in Washington, D. C. Mr. Esty is with the 
San Francisco branch. 





be new.’ Commenting on the California program further, he states that, 
‘These preliminary successes, however, should not create a false feeling 
of achievement for the sanitation principles now being taught and carried 
into operation are based upon knowledge and scientific facts discovered 
and made available 30-40 years ago.” And, also, “There are today 
certain barriers to real progress in sanitation which must go down before 
advances fundamental to that progress can be made.” He referred to 
the consideration from the sanitation point of view of such matters as the 
scientific planning of new construction and requirements for adequate 
and proper lighting, studies in industrial hygiene, research on fungicidal 
paints, cleaning materials and procedures, etc. He also commended 
the canning industry for its present sanitation program, now in its third 
year, which is being conducted by the Research Laboratories of the 
National Canners Association. 

In compliance with the request for an article summarizing the actions 
to date on sanitation in canned foods production, the following is sub- 
mitted with the hope that not only will it be informative, but, also, that 
it will encourage more thoughtful consideration of sanitation in food 
production generally, and that it will stimulate further research on prob- 
lems pertinent to better plant sanitation. 

In recent years, largely due to the demands for maximum production, 
the maintenance of sanitation has become a dominant problem. Can- 
neries, making an “all-out” effort to preserve food for off-season con- 
sumption during World War II, produced quantities of foodstuffs far 
in excess of their normal capacity, with many inexperienced employees, 
inadequate supervision and, in many instances, with run-down equipment. 
Also, with this increased production, there has been a tendency in the 
industry to minimize the fact that each individual can should be produced 
under conditions of uniform sanitary handling. 

Furthermore, many canners had failed to realize that, in the Federal 
Food, Drug and Cosmetic Act of 1938, in addition to protection of his 
health, the consumer has the right to protection against practices which 
are offenses only to his aesthetic sense, that provision was made in the 
1938 Act for considering a food to be adulterated even if there is only a 
possibility of its becoming contaminated with filth, and, also, that it is no 
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longer necessary to establish the presence of filth or an injurious substance 
in the product. Thus, with the enacting of the present law, a new 
significance was given to the sanitation of foods. 


Acting on the authority provided, government inspectors, versed in 
the sanitary sciences and sanitary practices, with the aid of laboratory 
technicians employing microbiological and chemical methods, proceeded 
to check up on preserved foods and discovered that some unsatisfactory 
conditions existed within the industry. However, to the casual observer 
and to those responsible for production, some of these conditions had not 
been recognized heretofore as having any particular significance. 


Sanitary Surveys 


During the latter part of 1944, the industry became cognizant of 
violations to the Act through libel actions alleging that certain products 
had been produced, prepared, packed, or held under insanitary condi- 
tions. Accordingly, a preliminary “‘spot’’ survey was made for the 
industry in January 1945 by E. S. Doyle, a trained sanitarian, of sanitary 
conditions in representative canneries operating at that time. The survey 
indicated that in every plant visited environmental conditions were im- 
perfect from a sanitary viewpoint, and that the managements were not 
fully aware of the fact that good housekeeping means sanitation. 

These significant findings were reported promptly to the National 
Canners Association’s Advisory Committees, and immediately the Di- 
rectors of the research laboratories in Washington, D. C., and San 
Francisco, were authorized to conduct an educational campaign on a 
national scale in order to promote a modern sanitation program for the 
entire industry, regardless of membership in the National Canners 
Association. Trained sanitarians were added to the staffs of both labora- 
tories and they proceeded to learn at first hand more about the problem. 


The program was inaugurated by conducting voluntary, critical, and 
confidential sanitary surveys in various canning centers. In addition to 
insanitary conditions that might contaminate the product, those that 
related to employee morale, quality of product, and efficiency of opera- 
tions were also included. The surveys established promptly the need 
for a balance between production and sanitation, and the fact that 
sanitation is fundamental to all phases of food preservation, from the 
choice of the cannery site to the delivery of the product to the housewife 
in its sealed container. 
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In surveying individual plants, an attempt was made at complete- 
ness in order to provide as much information as possible regarding sani- 
tary conditions. A detailed sanitary survey form was developed for 
recording the observations, in order not to overlook anything of im- 
portance. The form also served to make the managements conscious 
of the intricacies inherent in the sanitation program. Many things ob- 
served were minor, but, being considered relatively important by trained 
sanitarians, they were included in the report for further consideration. 
On the other hand, it was appreciated that any single survey has limited 
value because many possibilities and many occurrences are not apparent 
in a limited inspection, nor is it possible in a short time to understand 
individual operating difficulties. 


The surveys showed that problems which were common throughout 
the canning industry varied in degree, and also that there were specific 
problems incident to the packing of certain products. Representative 
of general industry problems may be mentioned protection of ingredients, 
plant lighting, steam and moisture removal and disposal of cannery 
wastes. 


In many cases it appeared that there was a definite need to recognize 
signs of rodents, to appreciate the importance of “building out’ the 
rodent, to handle poisons properly, and to understand how to carry on 
eradication programs within and around the plant. In those cases where 
the plant had in its employ a man with the time and authority to carry 
on rodent-stopping practices and eradication procedures, it was observed 
that the control was satisfactory. 


In a good many plants it was observed that a need existed for a study 
of plant lighting from the standpoint of the light intensities necessary on 
various work surfaces, and a consideration of such factors as color, and 
type of belt, shadows, glare, reflection, paint colors, relation of overall 
plant lighting to that needed for a specific task, type of lighting fixtures 
to be used, etc. In addition, it appeared that the importance of the 
overall plant lighting was very often overlooked in its relation to plant 
housekeeping and general plant sanitation. 

The problem of steam and moisture removal usually varied with 
the construction of the buildings, those with low ceilings and with second 
or third floors giving the most trouble. The use of large amounts of water 
and the consequent excessively wet floors presented problems in many 
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plants. The handling of certain products also presented difficult prob- 
lems in the matter of disposal of waste, and, allied to the waste disposal 
problem, was the need for better cleaning of waste containers such as 
barrels, boxes, and hoppers, in order to keep down objectionable odors 
and the insect population. 


Training Course in Sanitation 


Expert technical assistance was unnecessary to bring about improve- 
ment and correction of certain conditions observed by the survey, but 
the investigation clearly demonstrated the need for trained sanitation 
supervisors in canneries to direct clean-up operations and to be responsi- 
ble for the general sanitary conditions of the plant and surroundings. Of 
vital importance in this connection was the general condition that, unless 
trained, persons do not see what is happening beyond the point of the 
actual happening and do not realize the consequences of that happening. 

To meet the need for trained personnel, at the request of the Na- 
tional Canners Association, a special training course in sanitation was 
given at the University of California at Berkeley from October 22 to 
December 15, 1945, with 23 persons from the industry in attendance. 
The course was designed to train the students in the theoretical and 
practical aspects of plant sanitation in order that they should understand 
the fundamentals of a sanitation program, and be able to evaluate meth- 
ods and to cope with future developments in the rapidly expanding field 
of environmental sanitation. The course included discussions concern- 
ing how to secure cooperation of plant managers, plant employees, and 
official inspection personnel. Lectures, seminars, laboratory practice, 
and field exercises were given in four groups of courses, as follows: 


I. Sanitary Science and Sanitary Inspection; 
II. Plant Sanitation—Organization and Administration; 
III. Public Health Aspects of the Plant Sanitation Program; and 
IV. Laboratory Practices Relating to Plant Sanitation. 


Sanitation Manual 


During the eight-week training course, a Sanitation Manual for 
Food Industries was drafted as a class project.2. In the foreword to 





2“Preliminary Draft of a _ Sanitation 
Manual for Food Industries,’ University of 
California Press (1946). 
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this publication, Mr. Walter S. Mangold, Associate Professor of Public 
Health, University of California, who designed and organized the eight- 
week course, outlines the evolution of the text as follows: 

“Because of the shortness of time and the heavy daily schedule, it was foreseen 
that only an elementary approach could be expected. However, it proved to be an 


excellent class exercise, obliging the students to digest the fundamentals of sanitation 
and to apply them in a practical manner. 


“The need of a Manual was discussed in class and a committee was elected to 
work over the chapter outlines and subheadings. The proposed outline was again 
discussed; then two students were assigned to the preparation and presentation of 
each chapter. An essay form of presentation was preferred, but certain groups 
believed that their subjects could be presented best in outline, and this was permitted. 
During the final week, the progress of the Manual stimulated much discussion, which 
resulted in numerous revisions before the papers were finally submitted. 


“It is hoped that this limited class project will instigate further study and result 
in the drafting of a finished Manual.” 

The interest in the Manual indicated the value of making it available 
to the Industry, and therefore, the National Canners Association under- 
wrote the printing of 3000 copies. They were ail sold within six weeks, 
and an additional 600 copies within six months. Sections of this Manual 
have also been reprinted in The Canning Trade (1946).° 


Association of Sanitarians 


The 23 men who completed the eight-week training course form a 
nucleus of trained and experienced food plant sanitarians, and in their 
hands has been placed the responsibility by their employers for sanitary 
control of the food processing plants in which they are employed. It is 
worthy of note that the men who finished this course received a sani- 
tarian’'s philosophy concerning sanitation, a foundation on which to 
develop their own thinking and a wholesome respect for the importance 
of their job. 


At a meeting in November 1946, the men went on record as desiring 
to form themselves into a non-profit professional association of food in- 
dustry sanitarians for the purpose of maintaining and improving the high 
sanitation standard in the canning, freezing, dehydrating and other 
food processing industries throughout the United States and its Terri- 
tories. At the meeting held in May 1947, the group adopted a constitu- 
tion, forming themselves into an organization known as “The Association 





*69 The Canning Trade (August 12, 1946) 
7-8, 20-22. 


Sanitation Program of National Canners Association Page 597 





of Food Industry Sanitarians."’ At this meeting there was considerable 
discussion by the group of revising the preliminary manual, and a pub- 
lication committee was appointed. During November 1947, the group 
met again and prepared an outline of material to be used by various 
members of the group in drafting a revision of the manual. 


1946 Educational Program 


During 1946, the main emphasis was on a broad educational basis, 
but, where canners requested it, individual surveys were made. The 
educational program was directed mainly toward permanent, long term 
improvement in the industry, by creating a consciousness and a desire 
for better plant sanitation. In the spring of 1946, National Canners As- 
sociation Sanitation Circular No. 2, entitled ““A Guide to Plant Sanita- 
tion,’ * was prepared and distributed. This publication provided a brief 
resume and review of the general plant problems in a form that is easily 
read and understood by the usual plant operating personnel. 

Beginning in the spring of 1946, two-day conferences were in- 
augurated by the National Canners Association staff throughout the 
country, in order that the operating personnel in canneries might be given 
specific and practical information on sanitation. The conferences were 


organized to appeal, in addition to managements and to superintendents, 
to foremen, foreladies, mechanics, engineers, etc., that is, to the people 
who actually do the work or supervise it. The success of these confer- 
ences indicated that the plant personnel are anxious for information con- 
cerning their responsibilities, and these conferences, in many cases, gave 
them a better concept regarding the importance and dignity of their 
position in the cannery than that heretofore understood. 


To further the educational services, a two-week concentrated course 
in plant sanitation for members of the industry responsible for plant 
sanitation programs was held in December, 1946. The course was con- 
ducted by the National Canners Association staff and guest lecturers. It 
covered the fundamentals of sanitation that are pertinent to the food 
industry, with special reference to general industry problems as indicated 
from the sanitary surveys. 

The basic principles involved in environmental sanitation were dis- 
cussed during the course. Instruction included a study of the funda- 





* National Canners Association, Washing- 
ton, D. C. (May 1946). 
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mental principles of sanitary science as applied to specific problems 
arising from plant operation. It also included the evaluation and ap- 
plication of practical scientific measures for the correction of plant 
sanitation problems relating to water, sewage, industrial waste disposal, 
food, insects, rodents, ventilation, plumbing, plant construction, plant 
equipment, the improvement of plant lighting, the standards of sanitary 
facilities, and the practical application of those factors involved in in- 
dustrial hygiene and communicable diseases which contribute to economic 
losses in the plant. 


The technics of making a sanitary survey and of evaluating the 
data were described, and an opportunity was given for practical work. 
Those in attendance became acquainted with Federal, state and local 
legislation concerning sanitation standards, and the organization of 
inspectional services. The course was repeated in February and March 
1947, and in all, 87 received certificates of attendance. 


1947 Conferences 


During the spring of 1947, two-day sanitation conferences were 
again held throughout the country, in cooperation with various state 
canners’ associations. These meetings were similar to those held in 
1946, had the same purpose, and the instruction was designed to further 
inform the same type of canning personnel concerning various phases of 
plant sanitation. The subject matter was altered somewhat and greater 
use was made of visual aid material. 


On November 11, 12 and 13, 1947, the National Canners Associa- 
tion held a conference in San Francisco of plant sanitarians, for the 
purpose of exchanging information and experiences, discussing problems 
of mutual interest, and bringing the sanitarians up-to-date with recent 
developments and results of research on special projects. Over 100 
persons attended. A great deal of valuable and practical information 
was obtained from the round table discussions. 


Qualifications for Plant Sanitarians 


As the program progresses and develops, it is becoming more and 
more evident that the details of sanitation are too many and the scope 
too wide for it to be successfully handled by anyone who can give it only 
passing attention. The management, and other top production men, have 
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little time to devote to it and shouldn't be required to give it their detailed 
attention. They should have for this work the assistance of some one 
with a specialized interest in sanitation. The job is more than mere 
janitorial work and housekeeping. 

In the selection of a person to be trained for the job of plant sani- 
tarian, certain qualifications have to be considered. He must be practical 
and have sufficient education to be able to apply technical information 
to everyday living. He must be tactful and able to accomplish his 
objective with the assistance of his fellow-workers. He must be able to 
become familiar with sanitation practices and details and understand 
the principles involved. He should be able to recognize quickly the 
existence of an insanitary condition and determine a course of action 
to cope with it. In addition to being able to correct or improve existing 
deficiencies, he should be able to conduct studies to develop improvements 
on unsatisfactory or inadequate procedures and new approaches to the 
solution of old problems. He should be able to apply his knowledge of 
sanitation to the alteration and repair of existing equipment, as well as 
to the development of new. There may be better and more economical 
ways of doing the job than those now in use. He should be an ‘‘on- 
the-job” instructor and supervisor, and therefore, be able to pass on 
information to his fellow-workers. He should be permitted to work with 
men of similar interests in order to receive the stimulation of such con- 
tacts and to maintain his own. 


Practical Improvements 


Experience has already demonstrated that trained personnel have 
done an excellent job in “raising the sights” of the industry and bring- 
ing about many practical improvements. Many problems are as yet 
unsolved, and the solution will have to come through studies made by 
the sanitarians working in the canneries and by research workers in the 
laboratories connected with the industry. Several research projects are 
in progress, and already practical results have been obtained on cleaning 
procedures and materials, chlorination of total plant water supply, 
lighting, and other sanitation problems. 


Problems of Cleaning Programs 


The task of cleaning is very difficult because in organizing a clean- 
ing program one is often confronted with many problems such as time, 
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cost, and compatibility with production schedules, complex machinery 
and arrangement of equipment to be cleaned. Time is an extremely im- 
portant item in many instances because during a packing season produc- 
tion pressure often reduces considerably the time alloted to cleaning. 


The first requisite in planning a cleaning program is the selection of 
a crew under the direction of a competent foreman, whose interests are 
divorced from production, and whose main responsibility is the clean- 
liness of the plant. The crew should be a permanent part of the cannery 
organization, and they should be well trained in the procedures for 
using special cleaning tools, methods of dismantling equipment and 
in the significance of contamination and the hazards involved. 


Criteria of cleanliness should be established, and it is suggested 
that equipment and canning areas be grouped according to the amount of 
cleaning necessary, such as: 


(1) Areas needing constant attention; 

(2) Areas needing attention every four to five hours; 
(3) Areas needing attention every eight to ten hours; 
(4) Areas needing attention daily; 

(5) Areas needing attention weekly; and 

(6) Areas needing attention annually. 


Cleaning should be a year-round program in order that employees 
are always conscious of sanitation, and it should fit into a long-time 
planning program of changes in equipment design and new construction. 
An article discussing recent cleaning studies has been prepared by I. I. 
Somers, of the National Canners Association's Western Branch Labora- 
tories, for publication early in 1948 in Food Industries. 


Recent developments on “In-Plant Chlorination,’ which provides 
for a continuous application of chlorine water to equipment surfaces, 
have met with considerable success as a means of improving the general 
plant sanitation by reducing slime formation, eliminating odors, and 
shortening the shutdown time needed for clean up. 


Studies on Lighting 


The need for a study of plant lighting from the standpoint of per- 
forming specific seeing tasks, as well as for improving the overall plant 
lighting as an aid to better plant housekeeping and general plant sanita- 
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tion, was referred to in the discussion of conditions revealed by the 
individual plant surveys. In order to obtain basic information, the 
Association set up a research fellowship at Stanford University under 
the direction of Professor Leland H. Brown, Director of the Stanford 
University Illumination Laboratory, and David C. White was appointed 
research fellow to make studies on cannery lighting. This work is now 
in its second year, and the progress that has already been made is grati- 


fying. 
Disposal and Utilization of Waste 


Concerning the problem of disposal and utilization of cannery 
waste, the Association, for many years, has been investigating existing 
methods and following the course of new developments in that field. It 
has also conducted collaborative studies with various agencies to obtain 
information applicable to cannery waste disposal problems. During 
this year, such studies have been carried on by N. H. Sanborn of the 
Washington laboratory, in cooperation with the Indiana State Board 
of Health, the Texas State Board of Health, and the Wisconsin State 
Board of Health. A review of the subject was presented by Mr. Sanborn 
before the Seventh Annual Food Conference in Boston in June 1947.° 


Machinery Sanitation 


An address on ‘Design of Sanitary Canning Equipment” was given 
by Paul C. Wilbur of the Food Machinery Corporation at the 1947 
National Canners Association Convention in Atlantic City last January. 
It was published in the National Canners Association Supplement to 
the Information Letter with the other technical papers presented at 
that Convention. Discussing the general problem of designing ma- 
chinery for ease of cleaning, the following statements by Mr. Wilbur are 
of particular interest: 

“Up to the present time relatively little attention has been given by design engi- 
neers to the broad aspects of machinery sanitation. True, wherever possible, machines 
have been made demountable or accessible for cleaning on an ‘end-of-the-shift’ basis. 
Fillers particularly, and also some of the equipment for handling finished or semi- 


finished material have been designed so that cleaning at the end of the day is at least 
possible, and in some cases easy. However, too little attention has been given to the 





51 Food Technology (1947) 214-221. 

* National Canners Association Informa- 
tion Letter, Supplement No. 1200, p. 95 
(January 31, 1947). 
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general problem of designing machinery so that it will accumulate a minimum amount 


of rubbish and infection. 


“The problem of machine maintenance and design to insure high sanitary standards 
is of great magnitude. It will not be solved overnight or by a single factor in the 
food industries, but should be considered a field for cooperative effort by manufacturers, 
users and public agencies.” 


Check List of Items of Sanitary Significance 


An article on “Essentials of Sanitation for Canning Plants” by 
N. H. Sanborn of the Washington Laboratory of the National Canners 
Association * was published in the April 21, 1947 issue of The Canning 
Trade in compliance with many requests for a check list covering items 
of sanitary significance. There are included 106 items, in all, under 
the following headings: 


Premises 

Buildings 

Water Supply 

Raw Products and Ingredients 
Machinery and Equipment 
Containers 

Waste Disposal 

Drinking Water 

Lunch Rooms 

Toilets 

Lavatories 

Rest Rooms 

Lockers and Dressing Rooms 
First Aid and Medical Service 
Requirements Affecting Employees 
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Conclusion 


In conclusion, it should be emphasized that sanitation and production 
are not opposing programs; rather, that in the long run sanitation will aid 
production and return profits in many indirect ways. A good start has 
been made along educational lines towards promoting better sanitation. 





169 The Canning Trade (April 21, 1947) 
7-8, 21. 
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It has to be realized, however, that it is not the function of the National 
Canners Association to police its members’ plants. The Association acts 
in an advisory capacity only. 

The value of the activities of the National Canners Association 
laboratories in sanitation to date is reflected in the continued demand 
for training selected cannery personnel, the large number of requests 
for information currently received, the excellent attendance at the vari- 
ous sanitation meetings, and the many improvements which canners 
have already made. To assist its members as far as practicable in the 
establishment of an adequate, projected sanitation program for their 
plants, the Association plans to continue to offer special training courses 
for cannery personnel selected to supervise the overall sanitation pro- 
grams, to provide consultation service on problems relating to the oper- 
ation and organization of plant sanitation programs, to conduct research 
investigations in its own laboratories, and to collaborate with other 
agencies on research projects pertinent to plant sanitation problems. 


[The End] 


NOTICES OF JUDGMENT 


The Federal Security Agency has issued the 
following Notices of Judgment under the Fed- 
eral Food, Drug, and Cosmetic Act: Foods 
Nos. 9601-9800, 9801-10000, issued October 
1947, 10001-10200, issued November 1947; 
Drugs and Devices Nos. 1951-2000, issued 
August 1947, 2001-2050, issued November 1947; 
and Cosmetics Nos. 131-146, issued Septem- 
ber 1947. 
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Notes and Commen 





Judicial, Administrative, and Legislative Developments 


Proposed Federal Standard Food Package Act . . . On June 
17, 1947, the Legislative Committee of the National Conference on 
Weights and Measures conducted a public hearing at Indianapolis, 
Indiana, for the purpose of securing the comments and suggestions of 
industry with respect to the standardization of food packages by Fed- 
eral law. In announcing this hearing, the Committee stated: 

“The National Conference on Weights and Measures has been interested in 
legislation of this kind for many years, and believes that enactment of such legisla- 
tion should be brought about at the earliest possible date. The proposed Bill is 
modeled very closely after H. R. 6784, which was introduced into the second session 
of the 77th Congress on March 13, 1942, by Congressman Somers of New York. 
The Committee recognizes the importance and far-reaching effect of legislation bring- 
ing about food package standardization; therefore, it earnestly solicits constructive 


criticism from all those interested. To this end, may we hear from you at an early 
date advising your organization will be represented at the forthcoming hearing.” 


The hearing was conducted by Mr. Rollin E. Meek, Chairman of 
the Legislative Committee, with the assistance of Mr. Joseph Blickley, 
a member of the Committee. Various segments of the food industry 
were represented at the hearing, and the Grocery Manufacturers Associ- 
ation was represented by Mr. Frank T. Dierson, Assistant General 
Counsel. The opinion of those appearing at the hearing was unanimous 
in opposition to the proposal that the size of food packages be stand- 
ardized by federal law. The fundamental ground for rejection advanced 
at the hearing was that the proposed legislation appeared to be unneces- 
sary because the consuming public is adequately protected by existing 
Federal and state laws. It was pointed out that the suggestion that there 
was a need for this legislation was based on a false assumption. The 
implication of the proposal that the food manufacturing industry gen- 
erally attempts to defraud the public by manipulation of package weights 
and sizes was shown to be contrary to the known facts. It was made 
clear that the food industry recognized its great public responsibility 
and that unless the industry lived up to this responsibility, it was just 
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wasting its large investment in consumer advertising. The suggestion 
that any responsible food manufacturers would risk loss of this invest- 
ment by petty fraud was demonstrated to be unwarranted. 


In addition, practical objections of expense, arising out of the scrap- 
ping of millions of dollars worth of packaging machinery, were related 
to the Committee. It was also pointed out that the consumers’ needs 
and tastes definitely entered into the determination of the size at which 
various food commodities are sold and that such needs far outweighed 
any benefits which might be realized by consumers by requiring foods 
to be sold in specified sizes. 


Under the circumstances, the Legislative Committee rendered a 
report to the National Conference on September 24, 1947, in which it 
pointed out that, without exception, the position of all of those who 
attended the hearing was either in opposition to the bill or requesting 
exemption from its provisions as it related to their particular industry. 
In view of the unanimity of the opposition, the Legislative Committee 
expressed the opinion that it seemed inadvisable to press for the enact- 
ment of the Federal Standard Food Package Act and summarized the 
objections to it as follows: 

“1. The tremendous cost to industry, which cost would ultimately be passed on 
to the consumer, to change its food packaging machines so that various food items 
could be packed according to the standards proposed. 

“2. Industry is geared for the manufacture of the sizes which are now being 
produced. Standardization, as proposed, would interfere with all-out production, 
encourage inflation, and would retard the foreign relief program. 

3. Various ready-to-eat breakfast foods, biscuits, crackers, etc., are being pack- 
aged in containers standardized by shape and volume rather than by weight. This 
permits the use of the same packaging materials, packaging machinery, and plants 
to package a variety of products. This would not be the case, due to the different 
densities and non-uniform weights of the foods mentioned, if required to be packed 
on a standard-weight basis. 

“4. The impossibility of canning fruits, vegetables, meat products, sea foods, 
etc., having different specific gravities, on a net-content liquid-capacity basis without 
creating a multiplicity of slightly different can sizes or violating slack-fill provisions 
of existing law. 

“5. Food package standardization would endanger such practices as packaging 
food items on the basis of servings; as ingredients for making certain amounts of 


finished products of approved quality and palatability; to sell for the “magic” five 
and ten cent prices; and in containers which often have some definite value to the 


purchaser.” 


The recommendation made by the Committee to the Conference 
was as follows: 
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“The Committee recommends that the proposed food package standardization 
bill be left in the hands of the Committee on Legislation for further study and that 
no action be taken to bring about its introduction into the Congress until greater 
public support is obtained and it can be redrafted in such a manner that it will prove 
to be more acceptable to industry than it is in its present form. In the meantime, 
the Conference should encourage and be of every assistance possible to those indus- 
tries wishing to have standardization legislation enacted for their particular prod- 
ucts, as has been the case—on a State level—with such foods as flour, milk, bread, 


eggs, etc. 
ef? -@ 


Five Articles of Drugs Condemned as Not Bearing “ Adequate 
Directions for Use” . . . The United States filed a libel of informa- 
tion against five articles, all of which were alleged to be drugs. The 
District Court determined that all the articles seized were intended for 
use in the cure, mitigation, treatment or prevention of disease in man 
or intended to affect tk > structure or function of the body of man, and 
were therefore articles of drugs under the Food, Drug, and Cosmetic 
Act. The Court further found that the labeling on the articles did not 
bear ‘‘adequate directions for use’ and condemned all five articles. 


It appeared that the first article of drug was labeled in part “Bush 
Mulso Tablets” and contained the statement “Directions: 3 to 6 tablets 
after meals as required” and the further statement “Provides the absorb- 
ing properties of charcoal with the proteolytic enzymes of papain.” The 


Court was of the opinion that these statements suggest that the article 
was intended for use in the diagnosis, cure, mitigation, treatment, or 
prevention of some disease in man, or to have an effect upon some 
structure or some function of the body of man, and that, standing with- 
out a further statement as to its intended use, it was misleading. 


The second article was labeled in part ‘“Sulpho’’ and contained the 
statement “For use by those who delight in sulphur baths” and the 
further statement “Concentrate of Sulphur Mineral Hot Springs Water 
consisting essentially of the Polysulphides and Sulphides of Calcium 
and Sodium.” It also contained instructions about temperature of the 
bath water and a caution against allowing the article to get near the 
eyes or hair. These statements were also felt by the Court to indicate 
that the article was a drug and that the directions for use were 
inadequate. 


The third article was labeled in part “Bush Endo-Veg.” The 
labeling suggested that the Endo-Veg Tablets be taken with each meal 
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and further stated that ‘Six tablets will provide 0.84 mg. of iodine which 
is eight times the minimum daily adult and child's requirements." The 
label contained the further statement “As a dietary source of iodine.” 
The Court concluded that these statements indicated that the article 
was a drug and that the labeling did not inform the consumer of the 
use of the said drug and were therefore nut adequate directions for use. 


The fourth article was labeled in part “Garlic-Parsley Tablets” 
and contained the statement “Each tablet contains 3 grains of dehy- 
drated Garlic and 3 grains of dehydrated Parsley with sugar, vegetable 
gums and artificial color as tablet binders and coating’’ and further stated 
“Suggested Use: For those persons wishing to include garlic and parsley 
in the regular diet, two of these tablets taken three times a day offers a 
convenient easy method. (No evidence of physiologic or therapeutic 
value.)"" The Court was of the opinion that these statements suggested 
that the article was a drug and that the statement ‘No evidence of 
physiologic or therapeutic value,” which may have been intended by 
the shipper to avoid the effect of the Federal Food, Drug, and Cosmetic 
Act, only gave the consumer information that the said Garlic-Parsley 
Tablets have no use whatsoever rather than stating an intended use for 
them. Under the circumstances, this labeling was felt to be inadequate. 


The fifth article was labeled in part “Bush Lemo Tabs” and con- 
tained the statement “A special dietary source of Vitamin C” and the 
further statement “Suggested Use—One to two tablets daily... . 
Each tablet provides the adult with the minimum daily requirements of 
Vitamin C and the child with 114 times the minimum requirements.’ 
The Court felt that these statements indicated that the article was a 
drug and that the directions for use did not inform the consumer of any 
use of the said drug and were therefore inadequate directions for use. 
(United States v. 150 packages, more or less, of an article of drug labeled 
in part “Bush Mulso Tablets’; 95 bottles, more or less, of an article 
of drug labeled in part “Sulpho”; 143 packages, more or less, of an 
article of drug labeled in part “Bush Endo-Veg"; 24 dozen packages, 
more or less, of an article of drug labeled in part “Garlic-Parsley 
Tablets”; and 16 dozen packages, more or less, of an article of drug 
labeled in part “Bush Lemo Tabs.” In the District Court of the United 
States for the Eastern District of Missouri, Eastern Division. No. 4415. 
July 11,1947. [CCH Food Drug Cosmetic Law Reports § 7059.] ) 
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The Court in the foregoing proceeding reached the conclusion that 
all five of these articles were misbranded because they failed to include 
in the labeling a statement of the purpose for which the article was 
to be taken. The law and the regulations seem to require that adequate 
directions for use should contain not only the statement of the dosage. 
in those cases where such directions are required, but also a statement 
of the purpose for which the article is to be taken, naming the disease 
or the effect upon the structure or function of the body for which the 
article is to be taken. Directions for use are not adequate unless the 
purpose for which the drug is to be taken, as well as the amount to 
be taken, appear on the label. However, it seems that some argument 
could be made that the bottles of ‘““Sulpho” and the packages of “Bush 
Lemo Tabs” are not drugs at all and that the labeling appearing thereon 
did not indicate that they were articles intended for use in the diagnosis, 
cure, etc., of disease in man. The sulphur baths might merely be taken 
for the purpose of relaxation rather than for any other purpose. With 
respect to the “Bush Lemo Tabs,” it would seem that these might pos- 
sibly be classed as special dietary foods rather than as drugs. While 
this case has decided these issues in favor of the position that these 
articles are drugs, it would seem likely that there will be further argument 
in the future with respect to the propriety of this determination. 
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Goods Intended for Export Ordered To Be Released . . . Some 
cases of catsup were seized in a libel proceeding on the ground that they 
were adulterated because of a high mould count. It appeared, however, 
that the goods were still fit for human consumption and that they were 
intended for export, although not so labeled. The goods seized could 
never be brought into compliance with the Federal Food, Drug, and 
Cosmetic Act so far as domestic sale or use was concerned. However, 
as there appeared to be no question but that the goods were never 
intended for domestic sale and that the seizure could have been avoided 
merely by the use of a label indicating intention to export, the Court 
granted a motion directing the United States Marshal to release the 
goods to the owners so that they could sell such goods for export pur- 
poses only. The Court pointed out that there is a conflict of opinion 
with relation to the bearing of the export section of the statute upon 
the section requiring that domestic goods either be destroyed or brought 
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into compliance. The Court resolved this conflict in favor of permitting 
the export of the goods without bringing them into compliance but 
expressed the hope that the conflict would be settled by an authoritative 
decision of the Circuit Court of Appeals. (United States v. 215 cases, 
more or less, each case containing 24 bottles of an article labeled in part: 
(bottles) “Michigan Brand Grade A Tomato Catsup Contents 14 Oz. 
Avoir. . . .” United States of America v. 902 cases, more or less, 
each case containing 24 bottles of an article labeled in part: (bottles) 
“Michigan Brand Grade A Tomato Catsup Contents 14 Oz. Avoir 
; In the United States District Court for the Eastern District 
of New York. Misc. No. 1152. July 3, 1947. [CCH Food Drug Cos- 
metic Law Reports §] 7058.] ) 


In granting the foregoing motion, the Court exercised a practical 
common-sense viewpoint. As this catsup was fit for human consumption 
and met the specifications of the foreign purchaser and was not in con- 
flict with the laws of the country to which they were to be sent, the 
Court could not countenance this useless destruction of food when the 
entire matter could have been avoided if the goods were merely labeled 
to indicate that they were intended for export. Although the seizure 
was justified because the statute was not literally complied with, the 
equities of the situation required that the goods should be made available 
for use as food under the circumstances disclosed. 


[On reargument October 22, 1947, the Court stated ‘*. . . assum- 
ing, and even finding as a fact, that the claimants did not intend to 
export the goods, but planned to dispose of them in the domestic 
market, I still adhere to my original determination.’ | 


x * * 


Supreme Court Proceedings of Interest . . . The Supreme 
Court has refused to review the case of United States v. William Ray 
Olsen, in which the United States Circuit Court of Appeals for the 
Ninth Circuit held that the government had the right, under Sec- 
tion 304 (a) of the Federal Food, Drug, and Cosmetic Act, to seize a 
misbranded machinery or apparatus from the home of a private person 
when it had been mislabeled at the time it had been shipped in inter- 
state commerce. 
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On the other hand, certiorari has been granted by the United States 
Supreme Court in the case of United States v. Jordan James Sullivan, 
trading as Sullivan's Pharmacy, in which the Circuit Court for the Fifth 
Circuit held that a retail pharmacist is not subject to Section 301 (k) 
of the Federal Food, Drug, and Cosmetic Act. 


Both of these cases have been previously discussed in these Notes 
in previous issues [1 Food Drug Cosmetic Law Quarterly (1946) 
604-606, 610, 611, 2 Food Drug Cosmetic Law Quarterly (1947) 276, 
277, 462-466, 470]. 
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Regulations under the Federal Insecticide, Fungicide, and Rodenti- 
cide Act . . . The rules and regulations authorized by the Federal 
Insecticide, Fungicide, and Rodenticide Act have been issued by the 
Secretary of Agriculture and may be found in the Federal Register of 
October 2, 1947, 12 F. R. 6493. They became effective November 1, 
1947. It is provided that registration of rodenticides and weed killers 
must be accomplished by December 25, 1947. Insecticides and fungi- 
cides, including disinfectants, must be registered by June 25, 1948. In 
view of the relatively short time in which applications may be made, 
the wholehearted cooperation of industry has been requested. 


[The End] 


‘Notes and Comment” is a regular feature 
of the Food Drug Cosmetic Law Quarterly, 
written by Franklin M. Depew, who is of 
counsel for Standard Brands Incorporated. 
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Dr. Louis D. Elliott 
A Biographical Vignette 


Dr. Louis D. Elliott, Assistant Commissioner of Food and Drugs 
since December 1945, is responsible for law enforcement operations re- 
lated to foods shipped in interstate commerce and is in charge of import 


control work. 


Dr. Elliott was born in Ithaca, New York, in 1889, and spent his 
boyhood in California. He received his A. B. degree from Stanford 
University in 1911, and did graduate work at Cornell University from 
1911 to 1913. 


After entering Federal service in 1913 as a chemist at the New 
York Station of the Bureau of Chemistry, Dr. Elliott was at the San 
Francisco Station during 1917 and 1918. He was employed by the 
National Canners Association as a chemist in the Fish Inspection Serv- 
ice, San Pedro, California, from 1918 to 1922. Dr. Elliott received a 
Ph.D. degree from Stanford University in 1923, and during the same 
year re-entered the Bureau of Chemistry at the Seattle Station. He was 
Chief of the Denver Station from 1926 until he was transferred to Wash- 
ington in 1929. 


Dr. Elliott and his wife live at Falls Church, Virginia. They have 
three children and five grandchildren. 
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George P. Larrick 
A Biographical Vignette 


George P. Larrick, Assistant Commissioner of Food and Drugs 
since December 1945, is responsible for law enforcement operations re- 
lating to drugs and cosmetics, and has general charge of the inspection 
work of the field force, located in cities throughout the country. 


Mr. Larrick was born in Springfield, Ohio, in 1901. He attended 
Wittenberg College and Ohio State University. 

Entering the Federal service in 1923 as a Food and Drug Inspector 
at the Cincinnati Station, Mr. Larrick was transferred to the admin- 
istrative offices of the Food and Drug Administration in Washington, in 
1928. He became Chief Food and Drug Inspector in 1939, and in 1945, 
he was promoted to his present position. 

Readers of the Quarterly will recall Mr. Larrick’s penetrating and 
instructive analysis of “Sanitation Provisions of the Federal Food, Drug, 
and Cosmetic Act,” appearing in the June 1946 issue of the Quarterly. 


Mr. Larrick lives in Arlington, Virginia, with his wife, the former 
Miss Alice M. Gelsanliter. They have four children. 
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PERSONNEL OF THE FOOD AND DRUG ADMINISTRATION 


Pau B. Dunsar, Commissioner of Food and Drugs. 

CHARLES W. CrAWFORD, Assistant Commissioner. 

Louis D. ELutiott, Associate Commissioner. 

Georce P. Larrick, Assistant Commissioner. 

Lee M. Crarket, Executive Officer. 

Cosmetic Division, G. Robert Clark, Acting Chief. 

Foop Division, W. B. White. 

INTERSTATE Division, Louis D. Elliott. 

Mepicat Division, Robert T. Stormont, M. D., Medical 
Director. 

MIcROBIOLOGICAL Division, Glenn G. Slocum, Acting Chief. 

DivisiON OF PENICILLIN CONTROL AND IMMUNOLOGY, Henry 
Welch. 

DivisiON OF PHARMACOLOGY, Arnold J. Lehman, M. D. 

Division oF STATE COOPERATION, William A. Queen. 

VITAMIN Division, Elmer M. Nelson. 


FIELD SERVICE 


EASTERN District, Room 1200, United States Appraiser’s Stores, 201 Varick Street, 
New York 14, N. Y., William R. M. Wharton, Chief. 
Atlanta Station, Room 416, Federal Annex, John J. McManus, Chief. 
Baltimore Station, Room 800, United States Appraiser’s Stores, Gay and Lom- 


bard Streets, Allen T. Retzlaff, Chief. 

Boston Station, Room 805, United States Appraiser’s Stores, 408 Atlantic Avenue, 
Cyril C. Sullivan, Chief. 

Buffalo Station, Room 415, Federal Building, South Division and Ellicott Streets, 
Walter H. Heath, Chief. 

New York Station, Room 1200, United States Appraisers Stores, 201 Varick 
Street, McKay McKinnon, Jr., Chief. 

Philadelphia Station, Room 1204, New Customhouse, Second and Chestnut 
Streets, Robert C. Stanfill, Chief. 

CENTRAL District, Room 1222, New Post Office Building, Van Buren and Canal 
Streets, Chicago 7, Ill., James O. Clarke, Chief. 

Chicago Station, Room 1222, New Post Office Building, Van Buren and Canal 
Streets, Malcolm R. Stephens, Chief. 

Cincinnati Station, Room 501, Post Office Building, Kenneth L. Milstead, Chief. 

Kansas City Station, 323 United States Courthouse, 811 Grand Avenue, Harry 
D. Garrett, Chief. 

Minneapolis Station, Room 209, Federal Office Building, Washington and Third 
Avenues, South, Chester T. Hubble, Chief. 

New Orleans Station, Room 223, United States Customhouse, 423 Canal Street, 
Edwin C. Boudreaux, Chief. 

St. Louis Station, Room 1007, New Federal Building, 1114 Market Street, Roy S. 
Pruitt, Chief. 

Western District, Room 512, Federal Office Building, Fulton and Leavenworth 
Streets, San Francisco 2, Calif., John L. Harvey, Chief. 

Denver Station, Room 531, United States Customhouse, Wendell Vincent, Chief. 

Los Angeles Station, Room 514, 1401 South Hope Street, Robert S. Roe, Chief. 

San Francisco Station, Room 512, Federal Office Building, Fulton and Leaven- 
worth Streets, Andrew J. Brown, Chief. 

Seattle Station, Room 501, Federal Office Building, Kenneth E. Monfore, Chief. 
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Now... here is the new and improved, modern-day 
version of CCH’'s long-accepted Food Drug Cosmetic 
Law Reports — here is the authoritative, continuing 
reporter covering this important three-fold field. 
scope includes complete coverage of the Federal Food, 
Drug, and Cosmetic Act, with regulations, rulings, court 
and administrative decisions, forms, and the like — 
plus full texts of other related federal laws. 


And in addition, the statutes, interpretative court 
decisions, and pertinent attorney generals’ opinions 
for all states with ‘“Copeland-type"’ laws are carefully, 
helpfully reported. Relevant full texts, detailed expla- 
nations, and editorial comments further increase the 
all-around usefulness of the ‘‘Reports'’ for all con- 
cerned with the production, processing, packaging, 
and labeling of foods, drugs, devices, and cosmetics. 
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